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CbADBDPXKAHUE

1. 06p33HH Ha JOKYMCHTH, KAKTO U YKa3aHHUE 3a IIOAT0TOBKAaTa HM:

1.1. Enunen eBporneiicku g1okymeHT 3a oOmiectBenu nopbuku (EEJIOIN) - obpazern 1;

1.2. lexnapanus mmo wi. 6, ain. 2 oT 3aKoHa 32 MEPKHUTE cpelry u3nupanero Ha napu (3MUII)
oOpaserr Ne2;

1.3 Jlexmapamusi 3a CbOTBETCTBHE Ha JICKAPCTBEHUTE NPOAYKTH ¢ M3uckBaHusATa Ha 3JIIIXM-
Oo6pazerr No3;

1.4. Tlpepyioxxenue 3a U3MbIHEHUE HA TOpbUKaTa — oOpaszerr Ned;

1.5. Jlexnapanus 3a chriacue ¢ Kiay3uTe Ha IPHUIIOKEHHS MPOEKT Ha J0roBop — oopaszer; NeS;

1.6. /Iexnapamus 3a cpoka Ha BaTUAHOCT Ha odeprara — oOpaser Neb;

1.7. llenoBoTo npemyioxenune — odpazer Ne7;

1.8. /lexnapamus 3a cna3Bane U3UCKBaHUATa Ha wi.261a, an.1 ot 3JIITXM, nmocouenu B [To3uTuBHMS
nekapcTBeH cnuchk [Ipunoskenue 2 B cboTBeTCTBUE C pasnopendure Ha Hapenbara 3a ycnoBusita,
MpaBHUJIaTa U peJia 3a PEeryJiipaHe u perucTprupaHe Ha IEHUTE Ha JICKAPCTBEHUTE MPOAYKTH TI0 Wil
261a, an.1 ot 3akoHa 3a JJEeKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeauiimHa - O6paser Ne §;

1.9. Ommc Ha npeicTaBeHUTE TOKYMEHTH — oOpaserr Ne9;

2. IIpoekT Ha xorosop — odpazer 10.

3. Texuuuecka cnennuranus - [Ipunoxenue Ne 1;



10
»PBOHUKC ®apma” EOO/J

IHOKAHA

3a yJacTHe B IpoLeAypa Ha MPSKO JOoroBapsHe 0e3 IpeaBapuTEIHO 0OSIBICHHE
3a Bh3JIaraHe Ha OOIIECTBeHA MOPBUKA

YBAXAEMU I'OCITIOJIA,

Otnpassme Bu mokana 3a yyactue B mpoleaypa Ha MPSKO JOTOBapsiHE 0e3 MpeBapUTEITHO
obOsBiienne ¢ mnpenmer: JloctaBka Ha JekapcTBeHHW NpoAyktu 3a Hyxkaute Ha "UETBBPTA
MHOI'OITPO®UIIHA BOJIHUIIA 3A AKTUBHO JIEUEHUE-COOUA" EA/L

Momueu 3a u300op na npouedypama

Ha 08.03.2018 r. e mpekpareHo ACHCTBHMETO Ha JOTOBOP 3a Bb3jaraHe Ha OOIIeCTBEHa
nopbuka, ckioueH Ha 23.10.2017 r., mo HOMEHKpaTypa JiekapcTBeH npoaykT JleBoOynuBakann 50
mr, 10 mi., amm., 150 Opos, cien mpoBeaeHa OTKpUTA MPOIEAypa 3a Bb3jIaraHe Ha OOIIeCTBEHA
noppuka ¢ mnpeamer: JlocraBka Ha JiekapcTBeHM NpoAykTu 3a Hyxaute Ha YETBBPTA
MHOI'OITPO®UIIHA BOJIHULIA 3A AKTUBHO JIEHEHUE -CO®UA EAJ, cxmoueH 3a Cpok
ot 12 (mBaHameceT mecena) ¢ m3bpanus 3a u3nbiaHUTEN ydacTHUK ,,ObOHUKC ®apma“ EOO/.
JleiicTBueTO Ha JOrOBOpa 3a JOCTaBKa Ha HOMeHKiarypa JleeoOynuBakamn 50 mr, 10 mi., amm.,
ThproBcko HamMmeHnoBanue Chirocaine Smg/ml solution for injection 10ml x 10, mpousBomuTeNn
AbbVie S.r.L. Hramusa, e mnpekpareHO NOpaad HACTHIMIU HENPEIBUACHU OOCTOSTENCTBA -
3annyaBane Ha jiekapcTBeHus npoaykT ¢ ATC kox NO1BB10 ot peructspa na Hanimonanaus chBer
no nenn u peumOypcupane, Ilpunoxenne No2 ot ITJIC, cumrano ot 02.11.2017 r., 3a Koero
BB3JIOKUTENST € yBesloMeH ¢ nucmo oT 28. 02. 2018 r. [Ipu nunca Ha TO3U JEKapCTBEH MPOJYKT €
HEBB3MOXKHO OTJIeJICHUATa Ha OOJIHUIATA J1a U3II'BJIHABAT 33 IbJKeHUATA cu 1o 3J13 1 1o poroBopa ¢
H3O0K. Toii ce u3non3Ba exeTHEBHO B OOJIHUYHOTO 3aBEACHHUE U C HETO CE€ M3BBPIIBAT CIIMHATHUTE
aHAITe3WH TIPU MHTEPBEHIUS C MPOABIKUTEIHOCT moBede oT 60 muHyTH, Koeto ca Hax 80 % oT
CICIIHUTE, HEOTJIOXKUTe W IUTAHOBUTE WHTEPBEHLMH, 00€300JsBaHM IO TO3W HauuH. KbM
HACTOSLIMSI MOMEHT OOJHMYHOTO 3aBEJCHME HE pas3lojlara ¢ HAIUYHOCTU OT TO3U JIEKApCTBEH
MPOAYKT U HE € Bh3MOXKHO Ja OBJIaT CIa3eHH CPOKOBETE, BKIFOUUTEIHO ChbKPAaTEHUTE, 32 OTKPUTA,
OrpaHHYeHa Mpoleaypa WIK ChbCTE3aTENHA MPOLEAypa C JoroBapsiHe.

IlIpeomem u Ko1uvecmeo Ha nopvruKkama

[Ipeamer: JloctaBka Ha JekapcTBeHM npoaykTh 3a Hyxkaute Ha "UETBBPTA
MHOI'OITPO®UIIHA BOJIHUIIA 3A AKTUBHO JIEUEHUE-COOUA" EA/L

JlexapcTBEeHUTE NPOAYKTH, IPEIMET Ha MPOLEAYpaTa, ca MPEeACTaBeHH KaTO HOMEHKJIATypH
JIEKapCTBEHU TPOIYKTH, 0003HAUYE€HW CHC COOCTBEH IOPENEeH HOMEp, MOJPOOHO OMUCaHU B
Texunyecka crnenudpukanus — [Ipunoxenne Nel, mo reHepuyHO HaUMEHOBAaHUE, JIEKAPCTBEHA
¢dbopMa, eTMHIYHA MsIpKa U TPOrHO3HO FOJIUIITHO KOJIMYECTBO.

JlocTaBkuTe O MpeAMETa Ha HACTOsAIIaTa MOPbhUKa CE€ JOTOBAPAT U U3BBPILIBAT B PAMKHUTE Ha
JIOTOBOPEHUTE KOJIHMYECTBA 1O TEXHHYECKaTa CHEeHH(HUKAIUSA 33 I[OCOYCHHTE HOMEHKIATYPH.
IlocoyeHuTe KOJIMYECTBA B _TeXHHMYecKaTa cnelMUKANUS €A OPHEHTHMPOBLYHHM W _He
MOPAXKAAT 32IbJKEHUS 32 Bb3JI0KUTEJIs 12 IT'M 3aKYIIU B IIbJIEH 00eM.

Cpok 3a uznvinenue na na odouiecmeenama nopvuka: JIoroBopbT € CbC CPOK Ha JIEHCTBUE
10 23.10.2018 r. [JoctaBkuTe ce M3BBPIIBAT Bb3 OCHOBA HA MUCMEHU 3asBKU OT Bb3noxurens B
paMKuTE Ha JOrOBOPEHUTE KOJIMYECTBA 10 HOMEHKJIATYpU U B CHOTBETCTBHE C OQepupaHuTe
€IMHUYHM LIEHU 32 €IMHULIA MsIpKa.




H3uckeanus 3a uznvinenue Ha nopvukama: Bceky MOKAHEH 3a JOTOBAPSHETO YYACTHUK
MOXeE J1a TPEICTaBH CaMO €IHO MPEUIOKCHUE, BKIIFOYBAIIO M3IIBIHCHUETO HA HOMEHKJIATypHATa
CIMHUIIA JICKAPCTBEH MPOJIYKT.

H3uckeanusn 3a Kauecmeo:  YYaCTHUIIMTE 3aJBJDKUTEIHO JOCTABAT pa3pelieHUs 3a
yrotrpeda JIeKapCTBEH MPOAYKT Ha TepuTopusta Ha PemyOnmka bwirapus, ¢ ocraThueH CpOK Ha
TOJIHOCT, YKa3aH Ha OIaKOBKaTa He MO-MalbK OT 75 % oT 00siBeHUsI OT MPOU3BOIUTE/S BHPXY
ONMAaKOBKATa KbM [IaTaTa Ha J0CTABKATA.

Cpok u nauun Ha docmaeka: JIoctaBKkaTa Ha CTOKUTE, MPEIMET HA HACTOSIIHS JOTOBOP, CE
U3BBPINBA OT M3ITBJIHUTENS Bb3 OCHOBA HAa MUCMEHA 3asBKa Ha BB3JIOXKUTENS, B CPOK 0 72 yaca OT
MOJy4aBaHETO U, a MpHU CHelIHA MOTPeOHOCT — B cpok a0 4 yaca. JlocTaBkara ce W3BBPIIBA J0
"UETBBPTA MHOI'OITPO®UIIHA BOJIHUIIA 3A AKTHUBHO JIEHEHUE-CO®USA" EA],
OOJIHUYHA anTeKa.

Ycnosun na nnawane: Tlnamanusra Ha TOCTABEHUTE CTOKU CE M3BBHPIIBAT 1O OAHKOB BT
o cmetkara Ha USITBJIHUTEJIA: O6muncka 6anka AJl-kia. " denkoray' Ne28, IBAN: BG 18
SOMB 913010 25759901 BIC: SOMBBSSF B cpok 10 60 n1Hu ciies; HOANMCBaHE HA TPEIaBaATEIIHO
— IpUEMaTeNeH MPOTOKOJ 3a NMpUEMaHe Ha CTOKara M TpelcTaBsHe Ha (akTypa, MOANMCcaHa |
onoopena or Bb3JIOKUTEJIA.

I'apanuus 3a u3NbJIHeHHE

lapanuusra 3a U3NbIHEHHE € CymMa B pa3Mep Ha 5 % (HeT Ha CTO) OT CTOMHOCTTa Ha
JIOTOBOpa 3a M3MbJIHEHHE Ha o0IecTBeHaTa nmopbuka 6e3 BritoueH J[JIC.

["apannmsiTa 3a U3MBIHEHHE CE MPEICTABS B €IHA OT CICAHHUTE (HOPMHU:

- Tapu4Ha CyMa, BHECEHa 4pe3 OaHKOB mpeBoj 1o OankoBa cmerka Ha ,,YETBBPTA
MHOI'OITPO®UIIHA BOJIHULIA 3A AKTUBHO JIEUEHUE-COOUA” EAJ], O6muHCcKa Oanka
Al — xn. ,,Jlenkoriry” Ne28, IBAN: BG 18 SOMB 913010 25759901 BIC: SOMBBGSF.

- OaHKOBa rapaHIus;

- 3aCTpaxoBKa, KOSATO 00Oe3meuaBa M3MBIHCHHETO 4Ype3 MOKPHUTHE Ha OTTOBOPHOCTTA HA
U3ITBIHUTEIS.

OmnpeneneHusT 3a U3MBJIHUTEN caM U30upa opmara Ha rapaHIUsATa 32 U3IIBIHEHUE.

[Ipu mpencraBsHe Ha rapaHuusaTa 3a U3MBIHEHHWE B IUIATEKHUS JOKYMEHT, B OaHKOBaTa
rapaHilys U B 3aCTPaxOBKa U3PUYHO CE ITOCOYBA JOTOBOPBT, 10 KOMTO CE MPEACTABs rapaHIUsTa.

[Mapannusta nox gopma Ha nmapuyHa cyma Wid OaHKOBa rapaHLUs MOXE Jia ce MPeI0CTaBH
OT UMETO Ha U3IBJIHUTENS 32 CMETKA Ha TPETO JIUIIE — TapaHT.

AKO OIpeNeneHusAT M3MBJIHUTEN U30epe N1a MpEeACTaBU TapaHLUsATa 32 U3IBIHCHHUE IOJ]
¢bopmara Ha GaHKOBA TapaHIlus, TS TPsiOBa J1a OTTOBaps HA CIEIHHUTE CHIIIECTBEHU YCIOBHUS:

*0aHKOBaTa rapaHius ¢ 0e3ycjIoBHA, HEOTMEHUMA, C Bb3MOXKHOCT J]a C€ YCBOU U3LISJIO WU
Ha yactu ot ,,YETBBPTA MHOI'OITPOO®UJIHA BOJIHUIIA 3A AKTHUBHO JIEUEHUE-
CODUA” EAJL, B 3aBUCUMOCT OT MPETEHINPAHOTO 00C3IICTCHUE;

*0aHKOBaTa TrapaHIMs € ChC CPOK Ha BAIMIHOCT Hal-Mayko 1 (equH) Mecell ciie]] M3THYaHe
Ha CPOKa 3a M3I'bJIHEHUE Ha JOr0BOPA;

* ¢ ObaHKOBaTa rapaHius - OaHKaTa rapaHT Ce 3a]IbJDKaBa Ja U3BBPIIU OE3yCIOBHO IUIAIAHE
npu mbpBo nucmeHo uckane ot ,,Y4ETBBPTA MHOI'OITPO®UNJIHA BOJIHUIIA 3A AKTHUBHO
JIEUEHUE-COOUA” EAJl, B ciay4ail 4e M3OBIHUTEISAT HE € H3MBIHWI KOETO U Ja € OT
3aJIBJDKEHUSTA CH 110 JI0T0BOpA 32 U3ITIbJIHEHUE.

* BCUYKH TaKCH M KOMHUCHOHHU CBBP3aHU C YCBOSIBAHE HAa CyMH OT OaHKOBATa rapaHius ca
3a CMETKa Ha U3ITbJIHUTES.

Koraro onpeneneHUsAT M3NBIHUTEN € MPEACTAaBUI OAHKOBA TapaHILMs, BB3JIOXKUTEIAT UMa
MIPaBO J1a MPHUCTHIN KbM YIIPAKHIBAHE HA TPaBaTa 10 Hes.

Koraro rapanmusTa 3a uW3NbJIHEHME Ha JOTOBOopa € 3acTpaxoBKa, T oOe3neyaBa
M3IBJIHEHUETO 4Ype3 MOKPUTHE Ha OTTOBOPHOCTTa Ha M3IBIHUTENSA, CbC CPOK Ha BATUIHOCT —
KpallHUAT CPOK 3a U3MBbJIHEHUE Ha MOpbUKaTa Iitoc 1 (eauH) mecel.



Koraro n30paHusT M3NBIHUTEN € OO0CIWHEHHE, KOETO HE € IOPHINYECKO JIUIE, BCEKH OT
CHIPYKHHUIIUTE B HETO MOXE Jla € HapeAauTeN Mo OaHKoBaTa rapaHIvs, ChbOTBETHO BHOCHUTEN Ha
cymara o rapaHIusTa.

Bw3noxurenar ocBoOoxmaBa rapaHiusTa 0e3 Ja JBDKU JIMXBH 3a MEpUoja, mpe3 KOHTo
CpeacTBaTa 3aKOHHO Ca MPECTOSIIHN MPHU HETO.

VYcnoBusATa U CPOKOBETE 3a 33bPKaHe MM 0CBOOOKIaBaHE Ha TapaHIUATA 32 U3IBIHCHNE
ca ypelleHH B TIPOEKTa Ha JOrOBOP 32 Bh3JIaraHe Ha oOIIecTBeHATa MOPBUKa.

Jdorosop 3a 001ecTBeHa MOPBHUYKA

JloroBopbT 3a 00IIECTBEHA MOPBHYKA CE CKITI0YBA MPH ycioBusaTa Ha wi. 112 ot 3011

[Ipenu monnmucBaHe Ha TOrOBOpa Y4aCTHUKBT, ONPEEIICH 33 U3IIBIHUTEN, € HE0OOX0UMO Ja
IIPEJICTaBH AKTyaJIHU JOKYMEHTHU ChINIacHO wil. 67, an. 6 ot 3011, B T.4.:

- 3aBepeHO KOIKe Ha CBUJIETEJICTBO 32 ChIUMOCT Ha JuIaTa mo wi. 54, an. 2 ot 30I1.

- 3aBepeHO KOMME Ha YAOCTOBEPEHHME OT OpPraHMTE IO MPHUXOAUTE U YIAOCTOBEPEHHE Ha
OOIIMHATA 10 CEJAIUIIETO HAa BB3JIOKUTENS M Ha YYaCTHUKA 3a JIUICA HA 0OCTOSATENCTBATA O HJI.
54, an. 1, 7. 3 or 30Il, B ciydaii, ye oOcTOSITENICTBaTa MOCOYECHU B TSAX HE Ca JOCTHITHH Upe3
nyOnuyeH Oe3IIaTeH PErucThp WM MHPOPMALUATA WIH JTOCTHIBT 10 HEsl HE C€ MPEJOCATaBs OT
KOMIIETEHTHHUS OpT'aH Ha BB3JI0KHUTENS 10 CIIy>KEOEH I'bT.

- OpuruHan wWid HOTapUaJHO 3aBEPEHO KOMHE Ha YIOCTOBEPEHHWE OT OpraHuTe Ha
M3neiaaurenHa areHuus «lJ1aBHa MHCHEKIUS MO TpyAa» 3a JMIICa HA 0OCTOSTENCTBATa 1Mo wi. 54,
aim. 1, 1. 6 or 30I1.

- OpuruHan Ha GaHKOBA rapaHIUs 3a U3ITBIHEHUE WIIM OPUTHHAJ WU 3aBEPEH OT yYaCTHUKA
JIOKYMEHT 3a W3BBPILEH MPEBOJ [0 OaHKOBaTa CMETKa Ha BB3JIOXKHUTENSA B pa3mep Ha 5 (11eT) Ha CTO
oT cToiiHOCcTTa Ha AoroBopa 6e3 [IJIC, kosTo ce ocBoOOXKaaBa, CHIIACHO KJIay3UTE Ha MPOEKTa Ha
JIOTOBOD, WJIM 3aBEPEHO KOMME Ha 3aCTPAXOBKA, KOATO o0e3ledyaBa U3IMBJIHEHUETO Ype3 MOKpUTHE
Ha OTTOBOPHOCTTA HAa U3I'BJIHUTEIIS.

- Ilpenu ckirouBaHeTo Ha JOrOBOpP 3a OOIIECTBEHA MOPBUYKA, YUYACTHUKA OIPENEeH 3a
U3IBJIHUTEN, CJeBa Jia MPEeACTaBU akTyalHM JOKYMEHTH, YAOCTOBEpsBAaIllM JIMIICATa Ha
OCHOBAaHMSTA 3a OTCTpPaHSABaHE OT MPOLEAYypaTra, KaKTO U CbOTBETCTBHETO € IOCTABEHHUTE
KpuTepHuu 3a noadop. JJokymeHTHTE ce MpeACTaBAT U 3a NOJU3IBIHUTEINTE U TPETUTE JIUIA, aKO
¥MMa TaKuBa, ChIIACHO pasmopendara Ha wi. 67, an. 6 ot 3011

Koraro ywyacTHHKBT, M30paH 3a W3MBIHUTEN, € YYXJIECTPAaHHO JIMLE, TOM MpenocTaBs
CbOTBETHHMSI JOKYMEHT, H3JaJIeH OT KOMIIETEHTEH OpraH, ChIJIACHO 3aKOHOJATEJICTBOTO Ha
IbpKaBaTa, B KOATO YYaCTHUKBT € ycTaHOBeH. Korato B chOTBETHara Abp)KaBa HE C€ W3JaBaT
JOKYMEHTH 32 IIOCOUYEHHUTE OOCTOSTENCTBA, YYAaCTHUKBT MPEAOCTaBsl JEKJIapalus, ako TakKaBa
JeKJapalys MMa MPaBHO 3HAYEHHE CHIVIACHO 3aKOHOAATEJICTBOTO Ha CHOTBETHATA IbPKaBa.
Koraro neknmapanusta HsiMa NpPaBHO 3HAYEHWE, YYACTHUKBT IPEACTaBs O(PHUIIMAIHO 3asBIICHUE
HAINpPaBEHO MPeJ KOMIETSHTEH OpPTaH Ha ChOTBETHATA JIbPKaBa.

II. UIBUCKBAHUS KBM YYACTHUIIUTE

Y4acTHUK B HacTosIaTa MpoLeAypa 3a CKIIYBaHE Ha JOTOBOP MOXE 1a ObJIe BCSIKO
OBITapcKO WIN YYXKAECTPAHHO (PU3UUECKO MIIM FOPUAMUYECKO JIMIIE WIIM TEXHU 00€AMHEHHUs, KaKTO U
BCSIKO Pyro oOpa3yBaHUE, KOETO MMa MPaBO Ja M3IMBJIHSABA IOCTABKH, ChIVIACHO 3aKOHOIATEIICTBOTO
Ha JbpKaBaTa, B KOSITO TO € YCTAaHOBEHO.

Bceku yuacTHHK B mpolieypara uma Mpaso Ja MpeIcTaBu caMo eHa odepra.

Jlune, koeTo y4yactBa B 00eIMHEHUE WM € Jajo chIylacue Ja ObJe MOAU3MBIHUTEN Ha APYyT
YYaCTHHK, HE MOJKE JIa TI0JIJaBa CAMOCTOSITEIIHO odepTa.

B mponenypa 3a ckioyBaHe Ha JOTOBOP MO OOIIECTBEHATa MOPHYKA €IHO (DU3MUECKO WIH
FOPUAMYECKO JIMIIE MOXKE Jla yJyacTBa caMo B €IHO OO€/IMHEHUE.

CBbp3aHu JIMIla HE MOTaT J1a ObJaT CAMOCTOSITEITHN YUACTHHUIIM B €JHA U ChIA MPOIIETypa.



YyacTHUIIUTE MOTaT Ja Moco4BaT B odepTuTe cu HUHPOpMAIMs, KOATO CMATaT 3a
KOH(HIEHIIMaTHa BHB Bpb3Ka C HAJMYUETO Ha THProBcka TaiiHa. Koraro ca ce mo3oBanu Ha
KOH(UCHIIMATHOCT, ChOTBETHATA HH(POPMAIIHUS HE CE PAa3KPUBA OT BBH3ITOKHUTEIIS.

YdacTHHIIUTE HE MorarT Ja ce I030BaBaT Ha KOH(UACHIMATHOCT IO OTHOUICHHWE Ha
MPEUIOKECHHUATA OT OPEPTUTE UM, KOUTO TIOJIeKAT Ha OLICHKA.

M3noa3BaHe HA KanalUTeTa HA TPETH JMIA

YyacTHUIIUTE MOTaT 32 KOHKPETHATa MOPBhYKa Jla CE MO30BaT Ha KaralnuTeTa Ha TPETH JIUIIA,
HE3aBUCHMO OT IpaBHaTa BpPb3KA MEXKAY TAX, [0 OTHOUIEHME Ha KPUTEPUMTE, CBBP3aHU C
WKOHOMHYECKOTO W (PMHAHCOBOTO CBHCTOSIHHE, TEXHHYECKUTE CIHOCOOHOCTH M MpOoQecHOHAIHATA
KOMIIETEHTHOCT.

[To oTHOWIEHNE HA KPUTEPHUHTE, CBBP3aHU C MPOoQecroHaTHA KOMIETEHTHOCT, YYaCTHUIIUTE
MoraT Jla ce I030BaT Ha KalauuTeTa Ha TPETH JMIla caMO ako JMIaTa, ¢ YUUTO OOpa3oBaHUE,
KBaJIM(DUKALIMS WU OIUT Ce JI0Ka3Ba U3IbJIHEHHE HAa U3UCKBAHUATA Ha BB3JIOKUTEIA, I1I€ y4acTBaT B
U3IBJIHEHUETO Ha YacTTa OT MOPbhUYKaTa, 32 KOSATO € HEOOXOAMM TO3U KalaliTeT.

Koraro yyacTHUKBT ce Mo30BaBa Ha KalalnuTeTa Ha TPETH JIMIA, TOH TpsOBa Aa Moxe Ja
JOKaXKe, Ue IIe pas3mnojiara ¢ TEXHUTE PECypCH, KaTo MPEJCTaBH JTOKYMEHTH 3a MOETUTE OT TPETUTE
JUIA 3aIbIKEHUS.

Tperute nuna TpsOBa 1@ OTTOBAPST Ha CHOTBETHUTE KPUTEPUHU 3a MOAOOP, 32 JTOKA3BAHETO
Ha KOWTO YYaCTHUKBT C€ M030BaBa HAa TEXHUS KalalUTET U 32 TAX Ja HE ca HaJHIle OCHOBAHMATA 32
OTCTpaHsIBaHE OT IpoIeaypaTa.

BB31m0KUTENAT N3UCKBA OT YYaCTHUKA J]a 3aMEHU TTOCOYEHOTO OT HETO TPETO JIUIIE, aKO TO HE
OTroBaps Ha HAKOE OT YCJIOBUSATA.

Koraro yuacTHMK B mporeaypata € oOenuHeHHe OT (U3MUYECKU W/WIU FOPUIUYECKU JIUIA,
TOM MOXe J]a TOKa)ke U3IIbJIHEHUETO Ha KPUTEPUUTE 32 MOI00P C KaraluuTeTa Ha TPETH JIUIA.

Honm3nbaHuTE N

YyacTHUIIUTE TOCOYBAT B oepTara MOAU3IMIBIHUTEINTE U Jiejia OT MOpbhUKaTa, KOUTO 111 UM
BB3JIOKAT, aKO BB3HAMEpPSBAT Jla W3IOJI3BAaT TakuBa. B TO3W ciydail Te TpsOBa Ja MpPEICTaBST
JIOKA3aTEJICTBO 32 MOETUTE OT MOJUINBIHUTEIUTE 33 TbIIKEHUS.

[Mogu3meaHUTEIUTE TPSAOBA Ja OTrOBapsAT Ha CHOTBETHHUTE KPUTEPHUH 3a MOI00p ChoOpa3HO
BUJA M JieJla OT MOpbUKaTa, KOWTO 1€ M3MbJHIBAT, U 3a TSIX Jla HE ca HallMlle OCHOBAaHUS 3a
OTCTpaHsIBaHE OT MPOLEAypara.

Bb310XUTENAT N3UCKBA 3aMsiHA HA MTOJAU3ITBJIHUTEN, KOMTO HE OTrOBapsl HA yCIOBHUSITA.

Korato wactra or mopbukara, KOATO CE€ HM3IBJIHSABA OT MOAM3IIBIHUTEN, MOXE 1a Oble
MpeajicHa KaTo OTJCJACH OOCKT Ha M3IBJIHHUTENSA WM Ha BBH3JIOKHUTENS, BB3JIOKUTCIST 3arnamia
Bb3HArpaXkJeHUe 3a Ta3u YacT Ha MNOJU3NBJIHUTENS. B To3u ciyuyail pasmiamjaHusra ce
OCBIIIECTBABAT BBH3 OCHOBA HAa KMCKaHE, OTIPABEHO OT MOAM3ITBJIHHUTENS 0 BB3IOKUTENS 4pe3
W3MBJIHUATENS, KOWUTO € JIBXKEH Jla TO TPEeNOCTaBh Ha BB3JIOKUTENS B 15-IHEBEH CpPOK OT
MOJIy4aBaHeTo My. KbM MCKaHETO M3MBJIHUTENAT MPEAOCTaBI CTAHOBHUILE, OT KOETO J1a € BUJIHO AaJln
OCIIOpBa TJIANIAHUATA WM YacT OT TAX KaTO HEABDKUMHU. BB3JOXKHUTENSIT MMa MpaBoO Jia OTKaXe
IJ1anaHe, Koraro MCKaHeTo 32 IUIalaHe € OCIIOPEHO, JO MOMEHTA Ha OTCTpaHsSBaHE HA MPUYMHATA 32
OTKa3a.

Korato W3ITBJIHUTEJIAAT e cxmrodmn A0TOBOP/IOTOBOPH 32 MOAM3IBIHEHHE, C
MOJU3ITBIHUTENS/TE, TOCOYEHH B odeprara My, U HE ca HANpPaBEHU IUPEKTHU IUIAIAHHUS KBM
noau3neiaauTeNss/Te, Bb3JIOXKUTEJIAT ussspumBa okonuatendo miamniane koM U3ITBJIHUTEJIA,
cien karo ObmaT TpeactaBeHW jgokasarenctBa, ude M3IIBJIHUTEJIAT e 3ammarun  Ha
MTOAM3ITBIHUTEIIS/TIOU3ITBIIHUTEIUTE 3a U3IBIHEHUTE OT TAX pabOTH, KOWTO ca MPUETH IO pefa,
MOCOYEH B JOTrOBOpA.

[TpunoxxumMuTe MpaBuia OTHOCHO JUPEKTHUTE pasIUIalllaHusl C TIOJAU3ITBIHATENN ¢a TOCOYCHHU
B CHOTBETCTBUE C pasznopeadara Ha 4i.66, an.8 ot 30I1.



He3aBucuMo OT BB3MOXKHOCTTA 3a M3II0JI3BAaHE HA MOJIM3IBIHUTEIM OTTOBOPHOCTTA 3a
U3ITBJIHEHHE Ha JIOr0BOpa 3a 00IECTBEHA MOPBhUKA € Ha U3IIbJIHUTEIIS.

Cnen ckiarOYBaHE Ha JIOTOBOpa M HAM-KbCHO MpEAHM 3allOYBAHE HA HU3MBIHEHUETO MY,
W3IBJIHATEIAT YBEIOMSBA BB3JIOKHUTENS 3a MMETO, JAHHHUTE 3a KOHTAKT W IPEICTABUTEIUTE HA
MOJU3ITBIHUTEIUTE, TOCOYCHNU B odepraTta. V3MbIHUTEISAT yBeIOMSIBA BB3IOKHUTENS 32 BCSIKAKBH
IIPOMEHU B MPEJIOCTaBeHAaTa MHPOPMALIMS B X0/1a Ha U3ITBIHEHUETO Ha IOPbUKATA.

3aMsHa WM BKJIOYBAHE Ha MOJU3IIBJIHUTEN IO BpeMe Ha M3I'BJIHEHHWE Ha JOroBOp 3a
oOmiecTBeHa TOpPBUYKA C€ JOMYyCKa IO H3KIYCHHE, KOTaTo BB3HUKHE HEOOXOAMMOCT, aKo ca
W3IbJIHEHH €JHOBPEMEHHO CIIETHUTE YCIOBUS:

1. 3a HOBHSI MOJUBITBJIHUTEN HE Ca HAIMIIE OCHOBAHUSATA 32 OTCTPAHABAHE B MPOLEAYPATA;

2. HOBMAT MOAM3IBIHUTENl OTrOBaps Ha KPUTEpPUUTE 3a MOAOOp, HA KOUTO € OTroBapsii
MPEAUIIHUST TOAU3IBIHUTEN, BKIIOUYUTEIHO IO OTHOLIEHUE Ha Jiejla U BUJA HA JEHHOCTUTE, KOUTO
11I€ U3ITBJIHABA, KOPUTHPAHU CHOOPA3HO U3ITBIHEHUTE 10 MOMEHTA JEHHOCTH.

[Ipu 3amsHa WM BKIIIOYBAHE HA NMOAMU3IBIHUTEI M3I'BIHUTEIAT NPEACTaBsA HA Bb3JI0KUTEIA
BCHYKH JIOKYMEHTH, KOUTO JI0Ka3BaT U3MbJIHEHUETO HA YCIOBUSATA.

1. H3uckBaHus KbM yYaCTHULIUTE

1.1. JIM4HO CHCTOSIHUE HA YYACTHUIIUTE

Bb3I0KUTEIAT OTCTpaHsABA OT Y4YacTHE B HACTOAINIATA MPOICAypa 3a Bb3JaraHe Ha
00IIIeCTBEHA MOPBHYKA YUYACTHUK, KOTaTo:

1.1.1. e ochaeH ¢ BisA3/Ia B CUJIa TIPUCHA, OCBEH aKO € peadUIIMTUPAH, 3a MPECTHILICHUE 110
1. 108a, g, 159a — 159r, un. 172, g, 192a, un. 194 — 217, gn. 219 — 252, gn. 253 — 260, gn. 301 -
307, ai. 321, 321a u ui1. 352 — 353¢ ot Hakasarennus Komekc;

1.1.2. e ochAcH ¢ BisA37a B CHJIA MPUCHAA, OCBEH aKo € peadMiIMTHpaH, 3a MPEeCThILICHUE,
aHaJIOTMYHO Ha Te3u 1o T. 1.1.1, B ipyra AbpskaBa 4jieHKa WU TpPEeTa CTPaHa;

1.1.3. uma 3aabDKeHHs 32 JaHBIU U 33BDKUTEIIHA OCUTYPUTEIHH BHOCKH 0 CMUCHJIA HA
wi. 162, an. 2, T. 1 oT JlaHbYHO-OCUTYPHUTENHUS TPOIECyaleH KOJEKC M JIMXBHUTE MO TIX, KbM
JbpKaBaTa WM KbM OOIIMHATA MO CEJAIMINETO HAa BH3JOKUTENS M Ha KaHIUAaTa W y4acTHUKA,
WIM QHAJIOTUYHHM 3aTBJDKCHHs, YCTAHOBEHM C aKT Ha KOMIETEHTEH OpraH, CbIJIACHO
3aKOHOJIATEJICTBOTO HA Jbp)KaBaTa, B KOSITO KaHIUAATHT WJIM YYACTHUKBT € YCTAHOBEH, OCBEH aKo €
JIOMYCHATO Pa3CpOuYBaHe, OTCPOUBAHE MM 00E3IMEUYCHNE HA 3abJKCHUATA WU 33bJDKEHUETO € T10
aKT, KOWTO HE € BJIA3BJI B CHJIA;

H3uckeanemo na m.1.1.3 He ce npunaea, xKoeamo pasmepvm HA HenIameHume ObJHCUMU
OauvYU UIU COYUATHOOCULYPUMETHU BHOCKU e He nogeye om | Ha cmo om cymama Ha 200UutHus oo
0b0pom 3a nocieoHama NPUKIOYeHda PUHAHCOB8A 200UHA.

1.1.4. e HanuIle HEPABHOMIOCTABEHOCT B ciydauTe 1o wi. 44, ai. 5 ot 30I1;

1.1.5. e ycraHOBEHO, Ye€:

a) € TpelCTaBUI JOKYMEHT C HEBSIPHO ChIbP)KaHHE, CBBP3aH C yIOCTOBEpsBAHE JIMIICaTa Ha
OCHOBAHHMS 3a OTCTPAHSABAHE WJIM M3ITBIHCHUETO HA KPUTESPUUTE 3a TI0JI00P;

0) HEe e MpeoCcTaBUII M3UCKBaIa ce MHGOpMaIKs, CBbp3aHa C YJAOCTOBEpsIBAaHE JIUIICATa Ha
OCHOBAHHMS 3a OTCTPAHSABAHE WJIM M3ITBIHCHUETO HA KPUTEPUUTE 3a TIOI00P;

1.1.6. e ycTaHOBEHO C BJIS3JIO B CHJIa HAKAa3aTEIHO MOCTAHOBJICHHWE WIH ChJCOHO pelIeHue,
HapymieHue Ha wi. 61, an. 1, wi. 62, an. 1 umm 3, wi. 63, an. 1 wim 2, wi. 118, un. 128, un. 228, an. 3,
wi. 245 u un. 301 - 305 ot Kozgekca Ha TpyJa WM aHAJIOTMYHU 33]IbJKEHUS], YCTAHOBEHU C aKT Ha
KOMIIETEHTEH OpraH, ChIJIACHO 3aKOHOJATEJICTBOTO HAa bpKaBaTa, B KOSITO KaHAWAATHT WIU
YYaCTHHKBT € YCTAaHOBEH;

1.1.7. e nanuie KOHQIMKT HA UHTEPECH, KOWTO HE MOXKe J1a ObJie OTCTPAHEH.

Bb3m0KUTEAAT OTCTpaHSIBA OT VYYACTHE B IpoleAypaTa 3a Bbh3laraHe Ha OOIICCTBEHA
IOPHYKA YUACTHHK, 32 KOTOTO € HAJIHUIE U CACAHOTO 0OCTOSTEICTBO:

1.1.8. e 00siIBeH B HECHCTOATEITHOCT WJIM € B MPOU3BOJICTBO MO HECHCTOATEITHOCT, WIH € B
MpoLeAypa MO JUKBUAAIMUS, WU € CKIIOYWI U3BBHCHACOHO CIOpa3yMEHUE C KPEIUTOPUTE CH IO




cmuchlia Ha w740 ot T’prOBCKI/IH 3dKOH HJIM € IPCYyCTAHOBHUII HeﬁHOCTTa CH, a B CJ'Iy‘IElfI qc

KaHIUAATBT MJIM YYaCTHUKBT € UYKIECTpAaHHO JIMIIE — C€ HaMupa NO0J00HO IOJIOKEHHE,
MPOU3TUYAILO OT CXOJHA MPOLEIypa, CHIVIACHO 3aKOHOJATEICTBOTO Ha Jbp)KaBaTa, B KOATO
YCTaHOBEH.

1.1.9. noka3aHo e, ye ¢ BUHOBEH 3a HEHU3IBJIHCHHUE Ha JOTOBOP 3a OOIIECTBEHA MOPHYKA HUITU
Ha JIOTOBOpP 3a KOHIIECHS 3a CTPOUTEICTBO HJIM 3a YCIyra, JIOBEJIO 10 TMPEACPOYHOTO MY
MpeKpaTsiBaHe, M3IUIANlaHEe Ha OOE3IIETEeHUsS WM JPYyrd TMOJAOOHU CaHKIMH, C M3KIIOYEHHE Ha
CIIydauTe, KOTaTO HEM3IIBJIHEHUETO 3acsra mo-maiko oT 50 Ha CcTo OT CTOWHOCTTa WM oOeMa Ha
JIOTOBOPA;

OcnoBanusita mo 1. 1.1.1, 1.1.2 u 1.1.7 ce oTHacaT 3a JnuIara, KOUTO MPEACTABISABAT
y4acTHHKA, YJICHOBET€ HA YIPABUTEIHW W HAA30pPHM OpPraHd W 3a JPYrH JIKIA, KOUTO HMAT
MIPABOMOIIIHS /1a YIIPAKHSABAT KOHTPOJI IIPU B3€MaHETO Ha PEHICHUS OT TE3U Opl“aHI/Il.

Y4acTHUKBT, 32 KOTOTO Ca HAJMIlE TOPHUTE OCHOBAHMS 3a OTCTpaHSBaHE MMa TPaBO Ja
MPECTaBH JOKA3aTEJCTBA, Y€ € MpPearpuen MEpKd, KOMUTO TapaHTHUpaT HEerorara HaJeKIHOCT,
ceriracHo 4. 56 ot 30I1.

B cnyuaii, ye yuacTHUKBT € 00€MHEHHE, HA U3MCKBAHUATA 32 JJUYHO CHCTOSIHUE CIlIe/[Ba Ja
OTroBaps BCEKU OT WICHOBETE B 00CTMHEHHETO TTOOT/ICITHO.

B ciydaii, ye ydacTUKbT € moco4ms B odeprara CH, 4e IIe M3IMO0JI3BA MOAU3IBIHUTENN, TE
CBIIIO TPIOBA J1a OTTOBAPST HA M3UCKBAHMATA 32 JINYHO ChCTOSHUE.

YyacTHUIIMTE ca JUTBKHU Jla YBEIAOMST MHUCMEHO BB3JIOKHUTENS B 3 — JHEBEH CPOK OT
HACTBIIBAHE HA 00CTOATEICTBO 110 Wi. 54, an.1 u ui. 55, an.1, 1.1 ot 30I1.

BB3noxxuTenar oTcTpaHsBa OT MpoleaypaTa yYaCTHHK, 32 KOTOTO Ca HAJIMIIE OCHOBAHUSTA TI0
wi. 54, ann. 1 ¥ MOCOYEHUTE OT BB3JIOKHUTENS 0OCTOATEIICTBA O Wi. 55, an. 1, Bb3HUKHAIIN TIPEIN UITH
[0 BpeMe Ha MpOoIlelypaTa, KakTO U KOTaTo YYaCTHHK B MPOLEAypaTa € 00eAMHEHUE OT (PU3NYECKH
/MM IOpUAMYECKH JIMIa W 3a 4YieH Ha OOCIMHEHUETO € HaJMIEe HSIKOe OT OCHOBaHHUATA 3a
OTCTpaHsBaHE.

1.2. Kputepumn 3a nog6op Ha yYaCTHHLMTE:

1. T'ognocTTa (MPaBOCMOCOOHOCTTA) 32 yNPa:KHsABaHe HA NPO(ecHOHATHA 1eHOCT;
2. UkoHOMHYeCKOTO U (PMHAHCOBOTO CHCTOSIHHME- HE ce M3I0JI13BAa;

3. TexHu4eckuTe U NPpoPecHOHATHUTE CIIOCOOHOCTH.

1.2.1. MuHUMaIHU M3UCKBAHUS KBbM TOJHOCTTA (IIPABOCHOCOOHOCTTA) 3a YIPAKHSIBAHE HA
npodecuoHanHa 1eHHOCT:
1.2.1.1. [la nputexxaBa pa3pelieHue 3a ThProBusl Ha €po U/WIM BHOC Ha JIEKApPCTBEHU NMPOJYKTH,
M3/aJIeHO OT M3mbaHUTENHAaTa areHuus 1o JeKapcTBaTa WM PEryJaTOpeH OpraH Ha Apyra JbprKaBa
— ujeHka Ha EBporelickusi cbro3, WM abpkaBa — cTrpaHa 1o Cropasymenuero 3a EBpomeiickoTo
MKOHOMHUYECKO IMPOCTPAHCTBO MO peAa Ha ['maBa neBera oT 3akoHa 3a JEKAPCTBEHUTE MPOIYKTH B
XyMaHHaTa MEJUIMHA U Ja € BriucaH B Peructbpa Ha V3mbiaHUTEIHATA areHIys Mo JieKapcTBaTa Ha
THPrOBLUTE HA €APO, MOTYUHIIA Pa3pEIICHHUE 3a ThPTOBUS C JIEKAPCTBEHU MPOAYKTH.

[Ipenu ckaroyBaHETO Ha JOroBOpa 3a OOILIECTBEHA MOPBUYKA BB3IOKUTENAT H3HCKBA OT
YYaCTHMIIMTE, ONPEIEJICHN 32 U3IIBIHUTENH Ja PE/ICTABAT 3aBEPEHO KOIHE OT:

- paspelleHHe 3a THhProBUS HAa €ApO C JIEKAPCTBEHH MNPOIYKTH WJIM YIOCTOBEPEHHE 3a
perucTpanus 3a ThpProBus Ha eApo Ha Teputopusta Ha P bearapus Ha nunara, npuTexaBaiiu
paspenieHue 3a Ta3u AEMHOCT, U3/1aJIeHO OT PErylaTOpeH OpraH Ha ChOTBETHATA IbpPKaBa WICHKA
WJIU pa3pelieHre 3a BHOC WIH pa3pelieHne 3a MpOou3BOJICTBO U3aaaeHu no pena Ha 3JIIIXM;

1.2.2. MUHMMaTHHU W3UCKBAHUS KbM TEXHUYECKUTE U MPO(ECHOHATTHUTE CIOCOOHOCTH:

1.2.2.1. Jla e u30BJIHWI JAOCTaBKU C MPEAMET U 00eM, MIESHTUYHU WU CXOIHH C Te3W Ha
NopbyYKaTa 3a MOCIEHUTE TPU TOAMHHU OT JaTaTa Ha 1ojJaBaHe Ha odeprara.

" Bux i, 40 ot [TpaBuiIHmKa 3a pHiarase Ha 3aKkoHa 3a obmectennte nopbuku (ITII301T)



Ilo0 cxoonu oocmaexku credsa oa ce pazdoupa 00CMAKa HA JIeKAPCMEeHU NPOOYKmMu 3d
HYJlcoume Ha jeyeOHU 3a8e0eHUsL.

[Ipenu cxiarOYBaHETO HA JOTOBOpa 3a OOIIECTBEHA MOPHUKA BB3IOKHUTEISAT H3UCKBA OT
YYaCTHUIINTE, OMPEJIEICHU 32 W3IBJIHUTENH, Ja MPEACTaBAT CHUCHK Ha JOCTaBKHTE, KOUTO ca
UICHTUYHU WU CXOJHHU C IMpeaMeTa Ha OOLIecTBEHaTa MOPbYKa, C NOCOYBAHE HA CTOWHOCTHTE,
JaTUTE U TOTyYaTeInTe, 3a€JHO C JJOKAa3aTEJIICTBO 3a M3BbpIICHATA JOCTaBKA.

2. JexkjapupaHe Ha JHYHO CbCTOSIHHE H CHOTBETCTBHE ¢ KpPHUTEPUHTE 3a NOAOOP M
NnpeAcTaBsAHE HA IOKYMEHTH, Ype3 KOUTO ce I0Ka3Ba nocouyeHara nHgopmManms.

2.1. Ilpu mnomaBane Ha odepra YYaCTHHUKBT JIE€KJapupa JHIIcCaTa HAa OCHOBAHHITA 32
OTCTpaHSIBAHE M CHOTBETCTBUE C KPUTEPUUTE 3a MOAOO0p, MOCOYEHH OT BB3JIOKHUTENIS Ype3
Mpe/CTaBsHE Ha TMOIBJIHEH o0pa3el] Ha €IUHEH E€BPONEWCKH TOKYMEHT 3a OOIIECTBEHU MOPBYKH
(EEHOI]) - obpasey Nel.

CrangapTHUAT oOpaszerr Ha EEJ10I1 MOXKE na GG HaMepeH Ha
http://www.aop.bg/fckedit2/user/File/bg/obraztzi/ESPD-BG1.doc.

Vyactaumure morar na wu3nomsBar EEJIOIN, koifto € Owi W3MONA3BaH MpH MPEaxojHa
poleaypa 3a OOIIeCTBeHAa MOPBUKa, MMPH yCIOBHE, Y€ ChAbpIKAIIaTa ce B HEero nHdopmanus Bce
Ollle € aKTyaJHa, KOraro € OCUTYPEH MpSK U HEOrPaHWYEH JIOCTHII MO €JNEKTPOHEH I'bT JO BeYe
n3rorBeH u noanucar enekrponHo EEJIOIL. B te3u cimydan KbM JOKYMEHTUTE 3a MOAOOP BMECTO
EEJIOIT ce npexacarBsi jaekjapaius, C KOSTO €€ MNOTBbPXKJAaBa aKTyaIHOCTTa Ha JaHHUTE U
aBTEHTHYHOCTTa Ha moanucanute B myopiukyBanuss EEJIOIl u ce mocouBa ampechT, Ha KOUTO €
OCHUT'YpEH JAOCTBII A0 JOKYMEHTA.

Koraro y4yacTukbT € mMOocoumil, ue 1€ M3IMOJI3Ba KanaluTera Ha TPETH JIMila 3a JOKa3BaHE Ha
CHOTBETCTBHETO C KPUTEPUUTE 3a TMO00P WIIM Y€ IIe U3MOJI3Ba MOAM3IIBIHUTEIIHN, 33 BCIKO OT TE3U
nuia ce npeacrass oraened EEJIOIT.

Koraro m3nuckBanusaTa mo wi. 54, an.1, 1.1, 2, u 7 ot 3011 ce oTHacsIT 3a moBeYe OT €aHO JIUIIE,
Bcuuky Jimna noxnucear eauH u cbil EEJIOIL. Korato e Hamuiie HeoOXOAUMOCT OT 3aliuTa Ha
JUYHUTE JaHHU WM TPU pa3inude B O0OCTOATEICTBaTa, CBBP3aHU C JIMYHOTO CHCTOSHHUE,
nH(pOpMaIusATa OTHOCHO M3MCKBaHUATA 1Mo wi. 54, an.l, 1.1, 2 u 7 ot 30II ce gombaBa B oTAEICH
EEJIOII 3a BCcsiko UIle WK 3a HIKOM OT JIUIlaTa.

B cinyuaure, xorato ce momaBa moBede oT eauH EEJIOII, oGcrositencTBaTta, CBBpP3aHU C
Kputepuute 3a monaoop, ce cwhabpxkar camo B EEJIOIl, moamucan ot muie, KOETO MOXe
CaMOCTOSTEIHO J1a IPEICTABIISIBA CHOTBETHHS CTOMIAHCKH CYOEKT.

BBb310KUTEAAT MOXKE J1a U3UCKA OT YYACTHHUIIUTE 1O BCSIKO BPEME Jia MPEACTaBIT BCUUKU WUIIU
4acT OT JIOKYMEHTHTE, 4pe3 KOUTO ce JIoKka3Ba uHpopManusara, nocoderna B EEJIOII, koraro ToBa e
HE00XO0IMMO 33 3aKOHOCHhOOPa3HOTO MPOBEXKIAHE HA IPOIeaypaTa.

Cermacao wi. 59, an. 5 ot 30Il, BB3IOKUTENIAT € TMOCOYMJI KPUTEPUUTE 3a MOAOOp H
JOKYMEHTHTE 3a TAXHOTO JOKa3BaHE B OOSBJICHHUETO, C KOETO CE€ OIOBECTSBA OTKPHBAHETO Ha

poreaypara.

Korato 3a ydacTHUK € Hanuile HSIKOE OT OCHOBaHUATa 10 wi. 54, an. 1 30I1 u mocoyeHoTo oT
BB3JIOKHUTENS ocHOBaHue 1o wi. 55, an. 1 30I1 u npeau nmogaBaHeTo Ha odeprara TOM € nmpeAanpuen
MEpKHU 3a JIoka3zBaHe Ha HajexxAHoCT 1mo 4. 56 ot 3011, Te3u mepku ce onucsat B EEJ[OIT.

YyacTHUIIUTE MOMBJIBAT caMoO JsgcHaTa KoioHa ,,OTroBop Ha Tabnuiata OoT oOpasera Ha
EEJIOII.

Heob6xoaumara nHpopMaiius ce mombJiBa B MOJIETO, OTPAJIEHO CbC CPEAHHU CKOOU — [...... ]

JIOKYMEHTBT Ce MPEACTaBs B OPUTHHAII, TIOJIMUCAH OT JINLIATa, KOUTO MPEACTABISBAT YYaCTHUKA,

YJIGHOBETE Ha YIPABUTEIHU M HAJ30PHH OPraHU M OT JIPYTH JIMIA, KOUTO MMaT MPaBOMOILUS J1a
YIPaXXHSBAT KOHTPOJI IPU B3EMAHETO HA PELICHUTA OT T€3U OPTraHU.

B EEJIOII ce mpenmocraBsi chOTBeTHaTa MH(GOpPMAIUs, U3UCKBAHA OT BB3JIOKUTENS H CE
MI0COYBAT HALIMOHAJIHUTE 0a3u JaHHM, B KOMTO C€ ChABPKAT JACKIApUPAHUTE OOCTOSATENCTBA WU



KOMIIETEHTHUTE OpPraHu, KOUTO ChIVIACHO 3aKOHOJATENICTBOTO HA IbPKABATa, B KOATO YYACTHUKBT €
YCTaHOBEH, Ca JUIBKHH J1a IPEA0CTaBAT HHOpMaIus.

OO0cTogTencTBaTa OTHOCHO OCHOBAaHMSATA 3a OTCTpaHsBaHe mo wi. 54, an. 1 1. 1 ot 30II,
m3BbH Te3u mo 4vact III, pazmen A: OcHoBaHwusl, CBbp3aHU C Haka3aTenaHW npuchau, ot EEJIOII,
KaKTO M OCHOBaHUATa 3a oTcTpaHsBaHe mo wi. 107, 1. 4 ot 30Il u no un. 3, T. 8 ot 3akoHa 3a
WKOHOMUYECKUTE U (PMHAHCOBUTE OTHOIIEHUS C JAPYKECTBaTa, PETHUCTPUPAHH B FOPUCIMUKIIUU C
npedepeHIMaIeH JaHBYCH PEXUM, KOHTPOJIUPAHUTE OT TAX JIMIA U TEXHUTE JACUCTBUTEIIHU
cooctBennnu, ce nexinapupar B EEJIOIL, wact III, pasnmen I': ,,JIpyru ocHOBaHMs 3a U3KIIFOUBAHE,
KOUTO MOKE J1a ObJIaT MPEIBUICHU B HAIMOHATHOTO 3aKOHO/IATEJICTBO HA Bh3JIaraliusi OpraH Win
BB3JIOKHUTEIS HA IbpPrKaBa djieHKa , KaTo:

- @Ko 10 OTHOIIEHME Ha Yy4YaCTHHKAa HE Ca HaJMlle TOpEeNoCOYEHUTE OCHOBaHMS 3a
oTcTpaHsBae 1o ui. 54, an. 1, . 1 ot 3011, un. 107, T. 4 ot 30I1 u wi. 3, T. 8§ BBB BpB3Ka C 4. 4 OT
3akoHa 32 WKOHOMHYECKHWTE W (DMHAHCOBUTE OTHOUIECHUS C JPY)KECTBaTa, PETUCTPUpPAHU B
IOPUCTUKINKN C TpedepeHIHaleH JaHbYeH PEXHUM, KOHTPOJIUPAHUTE OT TIX JIMIA W TEXHHUTE
JIEHCTBUTETHH COOCTBEHUIIH, YHACTHUKBT 0TOe/Is13Ba 0TroBop ,,HE” B 1sicHaTa KoJ10HA.

- KO 0 OTHOIIEHHE Ha YYAaCTHHKA Ca HaJIMIIE TOPENOCOYEHUTE OCHOBAHUS 38 OTCTPaHsIBaHE
mo wi. 54, ain.1, 1.1 ot 30I1, wr. 107, 1. 4 or 30I1 u ui. 3, 1. 8, 0e3 Aa ca HAINIlE U3KIIIOYEHUITA 110
. 4 oT 3aKOHA 32 HKOHOMHYECKUTE U (PMHAHCOBHUTE OTHOIICHUS C JPY)KECTBATa, PETUCTPUPAHH B
IOPUCITUKINKE ¢ TpedepeHITMAICH JaHbYeH PEKHM, KOHTPOJIUPAHHUTE OT TIX JIMIA M TCXHHUTE
JICHCTBUTEHH COOCTBEHHUIIM, YYACTHUKBT 0TOeJsi3Ba OTroBop ,,JIA” B AsicHaTa KOJIOHA H
MONbJIBA U CJIeIBAIIUSA PeJl OTHOCHO NMPeANpUeTH MEPKH 32 peaduauTanus, ako iMa TAKNBA.

I1II. YKA3AHUA 3A TOATI'OTOBKA HA O®EPTATA

ODEPTA U JOKYMEHTH, CBbP3AHU C YYHACTUETO B ITPOLEAYPATA

Bceku yuacTHHK B OTKpUTaTa MpOIeaypa 3asiBsiBa CBOETO ydacThe ype3 rnojaBane Ha odepra.

B oTkpurara npouenypa KbM odepraTa CM YIaCTHUIIUTE MPEACTABAT U UH(OPMAIKs OTHOCHO
JUYHOTO CHhCTOSIHHE U KPUTEPUUTE 3a MOA00pP.

[Ipu n3roTBsHe Ha oepraTa BCEKH YIaCTHHUK TPsIOBa /1a c€ MPUIbPKAa TOUHO KbM OOSIBEHUTE
OT BB3JIOKUTEIIS YCIOBUSI.

OdepraTa ce U3roTBS Ha OBJITAPCKHU €3UK M BKIIOYBA TEXHUYECKO U IIEHOBO MPEIOKECHHE.

CpoKbT Ha BaTHIHOCT Ha odepTUTe B HacTosmaTa nporeaypa ¢ 180 (cto u ocemmecer aHM)
CUMTAHO OT JlaTaTa, OIpeiesieHa KaTo KpaeH CPOK 3a Mpe/ICTaBsiHE Ha OodepTHTe.

TexHNYEeCKOTO NMpeNI0KeHHe ChIIbPKa:

a) JOKYMEHT 3a YITbJIHOMOIIIABaHE, KOTATO JIULIETO, KOETO ToJaBa odepraTa, HE € 3aKOHHUST
MIPE/ICTaBUTEN HA YIACTHHKA;

0) mnpe/IOKeHHWE 3a W3MBJIHEHHE Ha TMOpbYKaTa B CHOTBETCTBHE C TEXHUYECKAaTa
cnenuduKanus ¥ N3UCKBAHUATA HA BB3JIOKUTENS, TOCOYCHH B oOpazey 4

B) JIEKJIapallvsl 3a ChIVIACKE C KJIAy3UTE Ha MPUIIOKESHHSI POCKT HA JIOTOBOP;

T) IeKJIapalys 3a Cpoka Ha BAJIMTHOCT Ha odepTara;

1) IeKJIapaius, 4e BCHUKH oepupaHu JIEKapCTBEHU MPOIYKTH ca:

- peructpupanu 3a ynorpeba B PemyOnuka beirapus u mputekaBaT pa3pelIMTEIHH 3a
ynotpeba, chriacHo u3nuckBanusta Ha 3JIIIXM;

- IPUTEKABAT KPATKH XapaKTEPUCTUKH, ITPEIOCTABEHHU B eJIEKTpOHHaTa cTpanuna Ha MAJ,

- 32 BCMYKH BB3HUKHAJIW TPOMEHU MO BpPEeME WJIM CJea pa3pelllaBaHeTo 3a yrnorpeda Ha
JIeKapCcTBEHUsT MPOAYKT ce yBemomsiBa MAJI, kaTto ce mpemocTaBs ChOTBETHATa JOKYMEHTAIHUS Ha
MPOJTYKTHUTE;

- jnuncBaT OQUIMATHU CHOOIIECHUS WM OTPAaHWYUTEIIHM MEpKH 3a ymnorpeba Ha
JIEKapPCTBEHUTE MPOYKTH, CBBP3aHH C HEXKEIaHU JIEKApCTBEHU PEaKInu;

- BCHUYKH KOJIMYECTBA JICKAPCTBEHU NPOAYKTH (OOSIBEHUTE OT BB3JIOKUTEIS IPOTHO3ZHU
KOJWYECTBA) ca HATUYHU B CHOTBETCTBHE C M3UCKBaHUATA Ha WI1.55 an.6 ot 3JIITXM.




IleHOBOTO NpeI0KeHNEe ChAbpKa MPEUIOKEHUETO Ha yYaCTHUKA OTHOCHO KpaiHaTa LieHa
6e3 JIJIC ¢ BKIrOYeHN BCUYKHU Pa3XO/Iu M0 JOCTaBKaTa J0 MACTOTO Ha U3ITBbJIHEHUE Ha TIOpBhYKaTa.

KbM odeprata yuacTHUIIMTE MOMBIABAT M NMpeAcTaBIT ENVHeH eBpONeicKH JOKYMEHT 3a
oomectBenn _nopwruku (EEJZIOIT) mo obpasen ¢ wHpOpMaNHUsS OTHOCHO JUYHOTO CHCTOSHUE U
KPUTEPUUTE 32 TOAO0P.

JokyMeHTHUTE, CBBP3aHU C YYACTHETO B Mpolieaypara, ce MPeACTaBAT OT y4acTHUKA WIH OT
YOBJIHOMOILIEH OT HEro mpeicTaBuTen — JU4yHO B jaenoBojactBoto Ha YETBBPTA
MHOTI'OITPO®UJIHA BOJIHUIIA 3A AKTMBHO JIEHEHUE - CO®OUA EAJ] wmm upe3
MOIIIEHCKA WJIM JIpyra KypHepcKa ycliyra ¢ mpenopbuaHa IpaTtka ¢ oOpaTHa pa3lucKa, Ha ajpeca,
nmocoueH oT Bb3noxutesst — rp. Codust, m.x. 1606, Oyn. ,,Makenonus” Ne 38, Bceku pabOTEH JIeH OT
08.00 yaca o 16.00 yaca.

JoxyMeHTHTE, CBBpP3aHM C YYaCTHETO B IIpOLEAypaTa Cce€ IMPEICTaBiIT B 3aledyaTaHa
HEeNnpo3pavyHa ONMaKOBKA, BBPXY KOSTO CE TOCOYBAT:

1. HAaMMEHOBAaHHMETO HA YYaCTHHKA, BKIIOYHTEIHO YYACTHHIIMTE B OOCAMHEHUETO, KOTaTo €
MIPUIOKUMO;

2. azpec 3a KOPECIOHACHITHS, TeJIe()OH U TI0 BB3MOKHOCT — (DaKC M €JICKTPOHEH aJIpec;

3. HAUMEHOBAHMUETO HA MOPBHUYKATA U HOMEHKJIATYPHUTE, 32 KOUTO CE M0J1aBaT JOKYMEHTHTE.

OnakoBKaTa BKJIKYBA CJIeJHUTE JOKYMEHTH:

1. EauHeH eBpomeiicKu J0KYMeHT 3a o0wmecrBeHu nopbuku (EEJIOII) 3a yuacTtHuka/3a

BCEKM y4YaCTHUK B oOOequHEHHEe, KOeTO He € IOPUAMYECKO JuIle/3a BCEKU

MOIU3ITBIIHUTEN/3a BCAKO JIUIE, YUUTO PECYPCH IIe ObJaT aHTXUPAHU B UITBIHECHHETO

Ha goroBopa (obpazer 1);

1.1. Konue oT JOKYMEHT, OT KOMTO J1a € BUJIHO MPAaBHOTO OCHOBAHME 3a Ch3/1aBaHE Ha
o0eMHEHNEeTO, KAaKTO W clieqHaTa WH(OpMaius BBB Bpb3Ka C KOHKpPETHATa

oOImecTBeHa TMOpbYKA — TpaBaTa M 3aIbDKCHUSTA Ha YyYaCTHUIIUTE B

00eMHEHUETO, pa3MpEe/Ie]ICHUeT0 Ha OTTOBOPHOCTTA MEXKAY WIEHOBETE Ha

00€TMHEHNETO U IEWHOCTUTE, KOUTO III€ U3IThIHSIBA BCEKH WieH Ha O0CMHEHUETO,

KOTaTo € MPUJI0KUMO;

B cnyuaii, ue yuacmnuxvm 6 npoyedypama e obedunenue, Koemo He e 0pUOUHECKo auye,
npedcmassi OOKyMenm 6 ogepmama cu, om KOumo 0a € 6UOHO NPAGHOMO OCHOBAHUE 3d
cv30asane HA 00eOUHeHUemo, Kakmo u cleOHama UH@oOpmMayus 6b6 8Pb3KA C KOHKpemHamd
obwecmeena nopvuxa.

A) npasa u 3a0vadxcenusn Ha yuacmuuyume 8 00eOuHeHuemo,

0) pasnpedeneHue Ha OM208OPHOCIINA MeXCOY YNeHO8eme Ha 00eOUHEHUeMO;

8) Oetinocmume, KOUMO wje U3NBAHABA CEKU UleH HA 0OeOUHEeHUemo.

Yuacmunuyume 6 obeounenuemo mpabea Oa onpedenim NAPMHLOP, KOUMO 0d
npeocmasnAea 0oeduHeHuemo, 3a yeaume Ha HACMOAWAMAa 00uecmeena NoPLUKA.

He ce 0onyckam nukaxeu npomenu 6 cbcmasa Ha 0O0eOuHeHUemo cied nodasaHemo Ha
opepmama. Bcuuxku unenoge Hna o0bOeduneHuemo credéa 0a noemam 3a0vidceHue 0d He
npexpamasam y4acmuemo cu 6 00eOUHeHUemo 3a Yeaus nepuoo Ha UNBIHEHUE HA 002080pd.
1.2. JlokyMeHTH 3a JOKa3BaHE Ha MPEAIPUETUTE MEPKU 3a HAJIEKIHOCT, KOraTto €

MPHIOKHUMO.

(Vuacmnux, 3a xoeomo ca nanuye ocnosanus no 4i. 54, ar.l om 30Il, uma npaso oa

npeocmasu OOKA3AMENCmEd, Ye e npeonpuenl MepKu, KOUMO 2apanmupam He208ama

HA0eNCcOHOCM, 8bNPEeKU HATUYUEMO HA CbOMBEMHOMO OCHOBAHUE 34 omcmpanseane. 3a

Masu yen yuacmuuksm modxice 0a 0oKadxice, ue:

3.1. e nocacun 3ao0vixncenusma cu no ui. 54, an.l, m.3 om 30l exmouumenro

HauucieHume aUX8U U/unu 2n00uU U ue me ca pascpoyeHu, OMcpoyeHu Uy obesneyenu;

3.2. e nramun unu e 8 Npoyec Ha UNIAWAHE HA OBIAHCUMO 0De3ujemeHUe 3a 6CUUKU
8pedu, HACMBRUAU 6 pe3yAmam Om U38bDUIEHOMO Om He20 HnpecmbhieHue Uil

HapyuieHue;




3.3. e usachun uzuepnamenno paxmume u 0OCMOAMENCMEAMA, KAMO AKMUBHO €
cvoelcmean Ha KOMNEMEeHMHUMe OpeaHu U e UBNBIHUL KOHKPemHU NpeOnucanusl,
MexXHU4ecKl, OP2anU3ayUOHHU U KaOpOB8U MeIKU, Ype3 KOUMo 0d ce npedomepamsim Ho8U
npecmvRAeHUS UTU HAPYUWEHUS).

TexHuYecKo MpeasioKeHne:

2.1. JIoKyMeHT 3a yIbJIHOMOIIaBaHEe, KOraTo JIMIETO, KOETO mojaBa odeprara, HE €
3aKOHHUAT IPEACTABUTEN HA YYACTHHKA;

2.2. IlpennoxeHue 3a U3MIBIHEHUE HA TOpbUKaTa (0opaszey Ned);

2.2.1.Ilpednooicenuemo 3a0baicumento ce nonwviea no oopasey Ne 4 3a nomeuxnamypume, 3a

KOUmo yyacmuukvm nooasa ogepma. Ilpeonosicenuemo ne ce nonvisa 3a HOMEHKIAmypume, 3d

koumo ue ce ywacmsa. Cwenacho obpasey Ne 4 ywacmuuyume uspuuno ciedéa 0a NOCOHam:

Haumenoganue u EHWK Hna yuacmuuxa, mpume umMeHa Ha Juyemo, KOemo NOONuced

MEXHUYeCKOmo NpeoNodiceHue U 6 KAKBO KAYeCmeo, MmMbPeO8CKOMO HAUMEHO8AHUE HA

npeonacanus.leKapcmeer nNpooOyKm, 6KI.CbOMEeMHAMA JNeKApCmeeHa opma, npeonazana

onaxogka (Opou JnexapcmeeHu GopMuU, ONAKOBKA U HAUMEHOBAHUE HA NPOU3BOOUMEL),

npumedicamensim HA pPa3peueHuemo 3a ynompeoa Ha 1eKapCcmeeHust npooyKm. 3a0viicumento

yCao8ue e muvpeosCcKume HAUMEHOBAHUSI HA JeKapcmeenume NpoOyKmu 0d ca U3NUCAHU HA

AAMUHUYA.

2.2.2 B npeonosicenuemo 3a usNviHEHUe HA NOPBUKAMA YYACMHUKBLI € ONbJiceH 0a ogepupa

JIeKapcmeenu nPoOyKmu, KOUmo Usysiio CbOMEemCcmeam HA USUCKEAHUAMA HA MeXHUYecKkama

cneyugurayusi.

2.2.3. Ilpeonosicenuemo 3a usnviHeHue HA NOPBUKAMA Ce NPeOCmass Om YUACMHUKA Ha

xapmuen u eiekmponer HocumeJ. Jlannume ce nonvieam camo 6 npaznume Kojaonu. Ilopeonume

HOMepA, HAUMEHOBAHUSMA HA HOMEHKIAMypume u NpPOSHO3HUmMe Koauiecmea 0a He ce

npoMeHaAm, a 0a ce NONbIGAM Cpeuly 6CAKA HOMEHKIamypa ogepupanume Om YYACHHUKA

OaHHU.

2.2.4. Bcexu yuacmHux moxce 0a npedcmasu NPeoiodceHue 3d U3NvIHeHUe HA NOPbYKAma 3a

eO0Ha un noseye HoMeHKIamypu ,,Jlexapcmeenu npooykmu”.

2.2.5. Ilpu noocomosxka na npeonodiceHuemo 3a UNBAHEHUe HA NOPLYKAMA YHACMHUYUMe

cnedsa 0a cvobpazam CvObPAUCAHUEO HA NpedlazaHama ONAKOBKA CbC 3AN0JICeHUme Om

BBINONCUMETISI NPOCHOZHU KOIUYECMEd 3a eOUHUYHA MAPKA, KAMOo He ce 00NnycKa npediazane Ha

eO0Ha OnaKogKkd, KoAmMo e HedeaumMd U HO CbOBPICAHUE HAOXELPASA 00WOMO HPOSHO3HO

KOIUHeCme0 3a eOUHUYHA MAPKA, 3AJI0HCEHO O 8b3N0NCUME]ISL.

2.3.  Jlexnapanus 3a CbrijacHe C KJIay3uTe Ha MPHIOKEHUS TPOEKT Ha IOTOBOD (0bpasey
No5);

2.4. Jlexnmapamus 3a CpoKa Ha BaJMIHOCT Ha oepTara (oopaszey Nob);

2.5. Jlexnapanus, 4e BCUYKH oeprupaHu JIEKapCTBEHH MPOIAYKTH ca:

- peructpupanu 3a ynorpeba B PemyOnmka bwarapust u nputexxaBaT pa3peuINTeNHU 3a

ynotpeba, chriaacHo uuckBanusaTa Ha 3JITIXM;

- TIPUTEXKABAT KPATKH XapaKTEPUCTHKH, MPEJOCTABEHW B EIECKTPOHHATA CTpPaHMIA HaA

NAJI,

- 32 BCMYKU BB3HUKHAJIW MPOMEHH 1O BpPEME WJIM CJIe/ pa3pelniaBaHeTo 3a ynorpeda Ha

JeKapCcTBEeHUsT NpOoAyKT ce yBeaomsiBa MAJI, kaTto ce mnpeaoctaBd CbOTBETHATa

JIOKYMEHTAIUS Ha TPOAYKTHUTE;

- JnurcBarT OQUIMAIHU CBHOOIICHUST WM OTPAHUYUTEIHM MEPKH 3a yrnoTpeba Ha

JIEKapCTBEHUTE MPOAYKTH, CBBP3aHU C HEXKEIAHHU JIEKAPCTBEHU PEAKIINY;

- BCHUYKM KOJIMYECTBA JIEKAPCTBEHHM NPOAYKTH Ca HAJUYHU B CBOTBETCTBHE C

M3UCKBaHMsATA Ha WI.55 ain.6 ot 3JIIIXM (obpaszey Ne3.

B caydwail, 4e y4YacTHMKBT TMpeleHH, Y€ B ToJajeHaTa oOT Hero odepra uMa

KoH(uIeHIIMaTHa THPOPMAIIKS BbB BbP3Ka C HATMYMETO HA ThPrOBCKa TaliHa, KOSTO HE

MCKa J1a ce pa3KpuBa OT BB3JIOKHUTENsI, TOH Cie/Ba Jla TOCOYM TOBA OOCTOSATENCTBO B

TEXHUYECKOTO MPENI0KEHHUE.




3. IleHoBOTO TpeasiOKeHHE B OTAeJeH 3amedyaTaH HeNmpo3payeH IUIMK C HAANKUC
wllpeniaranu ueHoBu napamerpu’’ (oopaszey Ne7);

e Jlexmapanus 3a cna3BaHe M3MCBaHUsTa Ha Wi.261a, an.1 ot 3JITIXM, nmocodyenu B
[To3uTHBHUSL JIEKAPCTBEH CIUCHK [Ipunoxxenue 2 B CBOTBETCTBUE C
pasnopenbute Ha Hapenbara 3a ycrmoBusiTa, mpaBuiiaTa M peja 3a peryiupaHe H
perucTpupaHe Ha IEHUTE Ha JIEKQpCTBEHHUTE MPOAYKTH Mo 4. 26la, an.l ot
3aKkoHa 3a JIEKapCTBEHUTE MPOJAYKTH B XyMaHHaTa MeAuInHa - Oopazey No§.

3.1. B yenogomo npeonodcenue UPUUHO Ce€ NOCOUBAM MBP2OGCKO HAUMEHOBAHUE HA
JIeKAPCMBEHUsI RPOOYKM C NBbAHO U MOYHO ONUCAHUE HA Couus (6KI. JeKapcmeena @opma),
EOUHUYHA YeHA CHbOMBEeCMEAWd HA NOCOYeHama eOUHUYHA MapKa (mabrema, amnyia, praKom)
— ¢ MOYHO KOHKDEmMU3UPAHO CbObPIICAHUEe, NPOU38OOUmensim, eOUHUYHAmMA YeHd,
cvLomeememeaua Ha NOCOYEHAmda eOUHUYHA MAPKA 3d CbOMGEMHOMO HAuMeHoganue/
HOMEHKAAMYpa om MeXHUYeckama cneyupukayus, 3a Kosmo ce yiacmed, pepepenmua yena
(cven. Hpunosxcenue Ne2, konona M 3a onaxoska ¢ JJAC na Ilozumugnus Jnexapcmeen CRUcCbK
(IIVIC)/ u Oannu 3a npoussooumens. Eounuunama yena caedsa oa 6voe ogepupana 00
uemevpmust decemuyen 3uax. Bcuuxu npeonacanu yenmu ca 6e3 J/IC, ¢ exmiovenu cuuku
Pazxoou no 00Cmaskama 00 MACMOMO Ha USHbIHEHUe Ha NOPbYKamd.
3.2. Ilpeonacanama yena crnedsa 0a e cvobpaseHa u 0a He HAOBUULABA YMBbPOEHUme
pedepenmuu yenu Ha aexapcmeerHume npooykmu om Ilozumuenus nexapcmeer CnUCvbK
(ILJIC), (Ilpunoocenue 2 wonona M na IlJIC) na Hayuounannus cveem no yenu u
peumbypcupare Ha JleKkapcmeenume HpPOOYKmu, cveiracHo 41.55 om Hapeobama 3a
YCa08UaAma, NPAsUIAmMa U peod 3a pe2yiupane Ha yenume Ha leKapCcmeeHume npooyKmu.
Yuacmnuyume  nonwisam u npedcmaeam Oexnapayusi - QObpazey  NoS.
Hecvoopazasanemo na npeonazanama om YYaCMIHUKA UeHA C YMeEbpOeHume
pegepenmnuu yenu na nexkapcmeenume npooykmu om Ilozumuenusa nexapcmeen
cnucvk (IIVIC) e ocnosanue 3a omcempanagane Ha y4acCmMHUKA Om npoueoypama 3a
év31azane Ha oduecmeenama nopvLUKa.
3.3. Eounuunume yenu cneosa oa O6v0am CbOMEEMHU HA 3AN0NCEHAMA OM 6b3JONCUMENs
eOUHUYHA MAPKA.
3.4. Ogepupanusm om yuacmHuKa MbPIOSCKU NPOOYKM, He208Us Npou3eooumes, KaKmo u
CLOBPICAHUEMO HA NPedlacaHama ONAK08Kd, 3A0bINCUMETHO CAed8d 0d A UOeHMUYHU C
nocoyenume 8 mexHuueckama ogepma.
3.5. Lenosama oghepma 3a0vrdicumento ce npedcmaess Ha XApmueH u eieKmpoHeH HOCUME.
Enexmponen nocumen ce npedocmaes Kamo 4YAcm OmM HACMOAWAmMA OOKYMEHmayus 3a
NONBABAHE OM YYACMHUKA U Ce NOCMAGs 8 NIUKA ¢ YyeHosama opepma.
3.6. Axo yuacmuuk nooade ogepma 3a noseue om eOHa HOMEHKIAMYPU, ce U320Mesl U npuiaza
eOuH eleKmpoHen HOcumesn, 8 KOUMO ce NONbIBAd YeHa CAMO 3d HOMEHKIAMYpu, 3a KOUmMO
yuacmuukvm yuacmea. Enexmpounusm nocumen ce nocmass 6 nauxa ¢ maonuc , Ilpednacanu
yenoeu ogpepmu”. JlanHume 6bpxy eleKMpPOHHUS HOCUMEL ce NONBIAGAM CAMO 8 NPA3HUMme
Kononu. Ilopednume nomepa, HAUMEHOBAHUAMA HA JeKaApCMEeHume npoOyKmu, NpOSHOIHUME
KOIUYeCcmea 0a He ce NPOMEHsM, d Od ce NONbABAM CPeujy 8CAKA HOMEHKIAMYpa ogepupanume
OM YYaACMHUKA OAHHU @ NMpazHume KOJIOHU. Yuacmuukvm omeoeapsi 3a uOeHmudHOCMma Ha
uHpopmayusma 8bpxy Xapmuenusi U eleKmpOHHUs HOCUMENL U NPU PA3IUYUs Mencoy msx 3d
BAPHA ce npuemMa UHGOpMayuUsma 6bpxy XapmueHus Hocumen. 3a HyJcoume Ha K1ACUPAHEmo ce
uznonzeam Oawnume om erekmpoHHus Hocumel. Omeo8opHOCMMA 3a Pa3iuKume ce HOCU Om
VUACMHUKA.
3.7. Hs3evn nauka c¢ naonuc ,Ilpeonazanu yenosu napamempu” ne mpsadoea 0a € NocoyeHd
HUKAK@a uH@popMayusi OMHOCHO YeHama. Yuacmuuyu, KOUmo no Kakwuemo u 0d e Ha4uM cd
BKIIOYUIU HAKBOE 8 oghepmama cu uzevbr nauxa “Ilpednacanu yenosu napamempu” eiremeHmu,
C8bP3AHU ¢ NPeOazanHama yena (unu 4acmu om Hes), we 6v0am omcmpanenu om ywacmue 8
npoyedypama.

4. Onmuc HA peACTAaBEeHUTE TOKYMEHTH (obpazey No9),



JlokymMeHTHTe ce MpeICTABAT ONMAKOBAHU NMPH Cla3BaHe pa3mopeadurte Ha wi. 47 or
II130I1.

BcuukH JOKyMEHTH, ChABpP:XKAlUM ce B odepTraTa Ha Y4YacTHMKA, CJieBa Ja ca
HOMEPHUPAHU C MIOpeeH HOMep.

Koraro xsM oeprara e mpeacTaBeH JOKYMEHT Ha 4yKI €3UK, TOH Ce MPUAPYkKaBa OT MPEBOJT
Ha OBJITapCKU €3HK.

[Tpu monydaBaHe Ha oeprara BbPXY OMMAKOBKATa Ce OTOCIA3BAT MOPEAHHUIT HOMED, 1aTaTa U
94achT HA TOJYYaBaHETO U IMOCOYCHHUTE JIAHHU CE€ 3aIMCBAT BbB BXOJSAI] PETUCTHP HA BH3IOKHUTEI,
3a KOETO Ha MPEHOCUTEIIS Ce M3/aBa JOKYMEHT.

He ce mpuema u ce BpbIna He3a0aBHO Ha ydacTHHKa odepra, KOSTO € MpEeACTaBeHa Ciel
W3THYaHEe Ha KpaiHWs CPOK 3a TOJy4yaBaHE WJIM € B He3aleyaTaHa OINAaKOBKAa MJIM OINAKOBKa C
HapyIlleHa ISUI0CT, KaTO TOBA 0OCTOSITENICTBO C€ OTOENA3BAa BbB BXOSIIHS PETUCTHP.

Koraro kbM MOMEHTA Ha U3THYAHE HA KpalHUS CPOK 3a MOJy4aBaHe Ha oepTH IPe] MSICTOTO
OTIPEJICIICHO 3a TAXHO IOJIaBaHE, BCE OIEC MMa YaKallly JIMIA, Te CE BKJIKYBAT B CIIUCHK, KOMTO CE
MOAMKCBA OT MPEJACTABUTEN HAa BB3JOKUTEIA U OT MpuchcTBamuTe juma. OdepTure Ha JuIaTa ot
CIIMCBHKA CE 3aBEXKJAT B PETUCTbpPa HA BB3JIOKUTEINS, KATO HE Ce JIONyCKa MpueMaHe Ha opepTu OT
JIAIIA, KOUTO HE Ca BKIIOYEHH B CIIHCHKA.

Jlo u3THuYaHe Ha CpoKa 3a MojaBaHe Ha O(epTH BCEKH YYACTHHK MOXKE Jia MPOMEHH, Ja
JOMBJIHA WM Ja OTTernu odeprara cu. JIOMBIHEHHETO W NpOMsHATa Ha odeprara TpsOBa na
OTrOBapsT Ha M3UCKBAaHUATA W YCIOBHATA 3a MpEJaBaHe HA IIbpBOHAYAIHATA O(epTa, KaTo BHPXY
IIMKa Ob/ie 0TOEINIsI3aH U TEKCT:
wAonvanenue/lIpomsana Ha oghepma ¢ 6X00SAUY, HOMED ........ecuvereeerveenenan. 3a yuacmue 8 npoyeoypa 3a
8b3lacaHe HaA obujecmeena nopvuka ¢ npeomem: ,Jlocmaska Ha J1eKapcmeeHu NpooyKmu 3d
nyoscoume «YETBBPTA MHOI'OIIPO®UIIHA FOJIHUL]A 34 AKTUBHO JIEYEHUE-CODHA»
EAJ]».

Bcuukn 0OKyMEHTHM 3a ydacTue B MpoLEAypaTra ce MNPeACTaBIT Ha OBJITapcKu e3HWK.
JIOKYMEHTHTE MPEICTAaBEHN Ha YYXK] €3MK Ce MPEACTaBIT B mpeBoia. He ce mpuemar BapuaHTH Ha
oepTrara ¥ HUKAKBH BIIMCBAHUS MEX]y PEIOBETE, H3TPUBAHUS WIH KOPEKIUH.

Bcenuku komusi Ha JOKYMEHTH, ChABpXKalIM ce B odeprara, ciensa ga ObAaT 3aBepeHH.
3aBepeHO OT ydyaCTHHMKAa KONHE Ha JOKYMEHT O3HayaBa BBPXY JOKYMEHTA Jia € IOJIOKEH Tpud
»BSpHO C opuruHaiza” W TMOANHC HA JHIETO, NPEACTABISABANIO YYACTHHKA WIH W3PHUYHO
YITBJTHOMOIIIEHO OT HETO JIUIIE, KAKTO U MOKBp TIeUaT Ha y4aCTHUKA.

IV. YcnoBus u pen 3a npoBexkaaHe Ha MpoLeaypa HA JoroBapsiHe 0e3 MpeIBapUTETHO
o0siB/ICHUE

[Ipouenypara mo pasriexaane Ha odepTuTe ce U3BbpIIBa 1o peaa Ha wi. 103, an.1 ot 3011
U c€ OlIEHSIBa Bb3 OCHOBA Ha KPUTEPHUH ,,Hall-HUCKA 1IeHa .

Komucusita npoBexia NperoBOpu ¢ BCEKH OT YYaCTHULIUTE MOOTIEIHO, KaTO C€ MPUIbpKa
TOYHO KbM ITBPBOHAYAIIHO ONpPEAEICHUTE YCIOBUS U M3UCKBAHUS 32 M3IIBJIHEHHE Ha MOpbUKATa.
Pesynaratute oT mperoBopute ce OTpa3sBarT B MPOTOKOJ, KOWTO C€ MOAMMCBA OT KOMHUCUATA U OT
YYaCTHHKA.

Komucusita He omoBecTsiBa MOCTUTHATUTE JIOTOBOPEHOCTH C YYAaCTHHMK IpeJl OCTaHAJIUTE
YYaCTHHULMA OCBEH C HEroBO M3pUYHO chriacue. Komucusita mpoBexaa MPEroBOPUTE C BCEKU OT
YYaCTHHMIIMTE I10 €MH U ChIIl HAYUH, KaTO Ce MPeloCTaBs eJHaKBa HH(OpMaLus U ce 3aJaBaT eHU
u cpuy Bepocu. Komucusra npunara wi.72 3011, korato ycTaHOBH, Y€ MPEAJTIOKEHUETO HA HAKOU
OT Y4YaCTHMLIUTE, TOCTUTHATO B pe3yiATaT Ha IperoBopure, € ¢ mnosede oT 20 Ha cTO MO-
OJIarONPOUSTHO OT CpeaHATa CTOMHOCT Ha MPEUIOKEHHUATAa Ha OCTAHAJIUTE YYAaCTHHIHM 1O CHIIHS
MOKa3aTell 3a OLICHKA.

Cnen mnpoBexJaHe Ha IMPErOBOPUTE KOMMCHUATAa W3TOTBS JOKIJIAJ, KOMTO ChAbpKa
uHpopMmarusTa o wi.60, an.1 ot [II30I1.



Msacmo, oen u uac 3a nposedxicoane na oozosapsinemo: B crpafgata Ha "UETBBPTA
MHOTI'OITPO®UJIHA BOJTHUILIA 3A AKTUBHO JIEYEHUE-CO®UA" EAL, 2p. Codus,
oyn. ,,Makeoonus” Ne38, 3aceoamenna 3ana, om 11 yaca na 14.03.2018 2. riuye 3a konmaxm:
Mapeapuma Benuukosa — Hxonomucm OII, men. 02/9521676

oOpaszer 1

CraHaapTeH o0pa3sel 32 eIHHHUSA eBPONEiicKi TOKYMEHT 3a oomecteeHd nopbuku (EEJOID)

Yacr I: Uudopmanus 3a npoueaypara 3a Bpb3j1arane Ha o0llecTBeHA MOPbYKA U 32
Bb3JIaraiiysi OpraH Wid Bb3JI0KUTEs

IIpu npoyedypume 3a 6v3nazane Ha 0OULECMEEHU NOPBUKU, 3a Koumo ¢ Oguyuanen 6ecmHUK HA
Eeponeiickus cvio3 ce ny0oauKyea noKana 3a yuacmue 6 CbCme3ameina npoueoypa, ungopmayuama,
U3UCKBAHA cveacHo yacm I, wie o6voe uzeneuena asmomamuuno, npu ycrosue ye EEJ/IOII e cv3daden u
nonvanen upes enekmponnama cucmema 3a EEJJOIT. Tlo3oBaBaHe Ha cbomeemmnomo ooaenenue’,
ny0aukyBano B Odunuanen BecTHHK Ha EBponeiickus cb103:

OBEC S opoii[], maTa [], cTp.[],

Howmep na oosiBiiennero s OB S: [1LILILVSCICICI-CICICICICICIC]

Kozamo noxanama 3a yuacmue 6 cocmezamenna npouedypa ne ce nyonukyea 6 Qduyuanen 6ecmHuuk na
Eeponeiickus cv103, 6b31a2auiuam opean uiu 6b310HCUMeNssm mpaoea 0a 6KAI04YU UHGopmayus, Koamo
Nn0360/1164 NPOUeOypama 3a 6b31a2ane Ha 00ulecmeeHa NoOPbLYKA 0a 0v0e HeO8YCMUCTIEHO
udenmuguyupaua.

B cayuaii, ye He ce M3MCKBA My0JMKYBaHeTO Ha 00siB1eHHe B OduuuajieH BecTHUK Ha EBponeiickus
CBb103, MOJIs1, TOCOYeTe APYyra nHgopManusi, KOSATO 03BOJIABA IPOLEAYPATA 32 Bb3JIaraHe Ha
001ecTBEeHA MOPBHYKA 12 0bjJe HeABYCMHUCIEHO WIeHTH(PUIHPAHA (HANIP. MPeNpaTKa KbM MyO0JuKaANs
Ha HANMOHAJIHO paBHuIIe): [......]

NH®OPMAILUS 3A IPOLIENYPATA 3A BB3JIATAHE HA OBIIECTBEHA NOPHUKA

HUngpopmauuama, uzuckeana cvenacno uacm I, wie 6v0e uzeneuena aemomamuyno, Hpu ycaosue ye
EEJIOII e cv30aden u nonvinen upes nocouenama no-2ope eaekmponna cucmema za EEJ/[OII. B
npomueen cayuail masu ungopmanyus mpaoea 0a 0v0e HOnvIAHEHA O WKOHOMHUYECKHUS ONepPaTop.

]
Hoenmugpuyupane na év3noxncumensn Omzosop:

2 Cnyxbute Ha Komucusita e npegoctaBsaT 6e3nnateH JoCTbn A0 eNeKTpoHHaTa cuctema 3a EEAOTN

Ha Bb3narallute opraHu, Bb3NoXUTENNTE, MIKOHOMUYECKUTE ONepaTopuy, 4OCTaBYMLUTE HA ENEKTPOHHM
chyrm W Opyrv 3aMHTEPECOBaHW CTPaHU

3a Bb3narawute opraHu: unv obsiBneHue 3a npeaBaputenHa MHdopmauus, 13Mo3BaHo KaTo
moKaHa 3a y4acTue B CbCTesaTernHa npoleaypa, unvm oésiBneHme 3a nopbykKa.
3a Bb3noxurenute: NepuoanYHO UHAUKATUBHO OBSBNEHMe, 13MOS3BaHO KaTo MoKaHa 3a yvyacTue B
cbCTe3arernHa npouegypa, obsiBneHue 3a nopbUka Uy 06siBNeHME 3a CbLIECTBYBaHETO Ha
KBanuuKauMoHHa cuctema.

UHbopmayusma da ce korupa om pasden |, moyka I.1 om cbomeemHomo obsienieHue. B cnyvan Ha
CbBMECTHa MpoLeaypa 3a Bb3naraHe Ha obLyecTBeHa nopbyka, MOrisi, MOCOYEeTe MMeHaTa Ha BCUYKM
3aNHTEPECOBaHU Bb3NOXUTENN Ha 0OLLECTBEHN MOPBYKN.




Nwme:

"YETBBPTA MHOI'OITPO®UJIHA
BOJIHNLIA 3A AKTUBHO JIEYEHUE-
COoUA" EA

3a Koa obuiecmeena nopvUKU ce omuaca?

Omezosop: JlocTaBka Ha TEKAPCTBEHU MPOAYKTH
3a myxaure Ha "UETBBPTA
MHOI'OITPO®UJIHA BOJIHUIIA 3A
AKTHUBHO JIEHEHUE-CO®UA" EA]]

5
HazBanue unu KpaTKO OIMMCAHMWEC Ha NOpBHYKATa :

[[locTaBka Ha JieKapCTBEHH MPOJIYKTH 3a
nyxxaute Ha "HETBBPTA
MHOI'OITPO®UJIHA BOJIHUIIA 3A
AKTHUBHO JIEHEHUE-COOUS" EA]] ]

Pedepenten HoMep Ha JOCHETO, OIIPEEIICH
OT Bb3JIaraiiysi Oprad Uil Bb3JI0XKUTENS (aKo
e npwzoofcumo)6:

[ ]

Ocmananama ungopmayusn 6v6 eécuuxu pazoenu na EEJ/[OII cnedsa oa 6v0e nonvinena om

UKOHOMUYECKUA onepamop

Yacr II: Mudopmanus 3a HKOHOMHYECKHUS OIepPaTop

A: UH®OPMALIMS 3A UKOHOMUYECKHUS ONIEPATOP

Hoenmugpukayus:

Omezosop:

Nwme:

Unentnpukanmonen womep mno JJIC, ako e
MPUIOKUMO:

AKO He € MPUWIOKHUMO, MO IOCOYETE APYr
HaIlMOHAJIEH HWACHTU(HUKAINOHEH HOMEp, aKo €
HE0OXO0IMMO U NIPUIOKIMO

ITomencku anapec:

;
Jluie nnm nuna 3a KOHTAKT
Tenedomn:

En. noma:

Nutepner aapec (yed (ako e

NPUTOHCUMO):

anpec)

Oowa ungpopmayusa:

Omezosop:

VKOHOMHYECKUSAT ONepaTop MHUKpPO-, MAJIKO WU
8
CpPEAHO IMpEeanpUusiTHE JIK € 7

[1 Ma [] He

Bx. moyku Il. 1.1 u Il. 1.3 om cbomeemHomo obsesieHue
Bx. moyka Il. 1.1 om cbomeemHomo obsierieHue

Mons NnoBTOpETE I/IH(bOpMaLl,I/IﬂTa OTHOCHO NMLIaTa 3a KOHTaKT TOJIKOBA MbTU, KOMKOTO € Heobxoammo.




Camo B ciyuaii ye mOpbLYKATAa e 3amaseHa’: | [] Ha[] He
MKOHOMUYECKUSAT oreparop 3aLUTEHO
HpeanpusTHe hivY e WIn COLIAITHO
npeanpusaTie'’, WM IIe OCHIYPH H3ITbIHEHHETO
Ha MOpbYKaTa B KOHTEKCTa Ha Iporpamu 3a
Chb3/laBaHe Ha 3allUTeHH paboTHM MecTa?

AKO0 ,,02‘, KakbB € CBOTBETHHAT MPOIEHT [
pabOTHHUIM C YBPEIKAAHHS WIH B HEPABHOCTOWHO
noyioxkeHue?

AKO ce W3WCKBA, MOJS, MOCOYETE BHIIPOCHUTE
CIY)KUTENH KbM KOSl KATETOPHUS WM KaTerOpHH
PabOTHHUIM C YBPEKIAHUSA WM B HEPABHOCTONHO
MOJIOKEHUE MTPUHAIICHKAT.

Axo e MIPUIIOKUMO, mocoyeTe namu | [] Ha [] He [] He ce npunara
WKOHOMUYECKUST OMEpaTop € pPETUCTPUpaH B
oHUIHATHHS CIHCHK Ha 0100peHHTE

WKOHOMUYECKH ONEepaTopy WU Jajdd HMa
CKBUBAJICHTEH CcepTUQHUKAT (HAmp. CBIJIACHO
HaI[MOHATHA KBaJTU(UKAITMOHHA cucreMa
(cucrema 3a npeBapUTEIIHO Kilacupane)?

AKo ,,1a

MoJasi, OTroBOpeTe Ha __ BLIPOCHTE B
OCTAHAJIMTE YACTH 0T TO3M pasaes, pa3aea b
H, KOraTo € IejecrLo0pa3Ho, pasaei B or tasmu
yacT, mombJHere vact V, Kkoraro e
NPWJIOKHMO, M NPH __ BCHYKH __ CJIYYaH
nonbJHeTe M mojamuiere yact VI

0) (yeb aopec, opean unu cayscoa, uzoasauiu

a) Moxs nmocoueTe HAUMEHOBAHUETO HA CITHCHKa
O0OKyMeHma, MoYHO N0306A8aHe HA OOKYMEHMA):

WM cepTU(UKATa U CbOTBETHHA
PETUCTPAaLMOHEeH WIIN CepTH(UKAIIOHEH HOMED, ERITY SRR/ BRI/ B
aKo € IPUIIOKHMO: B)[...... ]

0) Axo cepmuukamvm 3a pecucmpayusama uiu
3a cepmughuyupanemo e Hauyen 8 eneKmpoHeH
gopmam, mona, nocoyeme:

r) [1 da [] He
B) Mo, mocodeTe mpenpaTki KbM
JOKYMEHTHTE, OT KOMTO CTaBa ICHO Ha KaKBO Ce
OCHOBAaBa PETUCTPANNATA WIN CEPTHOUIMPAHETO

8 Bx. Mpenopbka Ha Komncusata ot 6 man 2003 r. OTHOCHO onpeaeneHneTo 3a MUKPO-, Marnku u

cpennu npeanpusitus (OB L 124, 20.5.2003 r., cTp. 36). Tasu nHdopmaLms ce 3nckea caMmo 3a
CTaTUCTUYECKU LieNN.

MukponpennpuaTus: .NnpeanpusTie, B KOETO ca 3aeTu no-manko ot 10 nuua v YMiATo roguileH obopoT
n/vnu roguLleH c4eToBOAEH banaHC He HagXBbPJisi 2 MITH. eBpO.

Manku npeanpuAaTUA .NpeanpusiTne, B KOETO ca 3aeTu No-mManko ot 50 nuua n YnnTo roauiieH obopoT
n/vnu rogyweH cyetoBoaeH 6anaHc He HapxBbpns 10 MNH. eBpo.

CpenHu npeanpuaTUs, NpeanpusaTUs, KOUTO He ca HUTO MUKPO-, HUTO Mariku NpeanpUATUS U B KOUTO ca
3aeTu no-manko ot 250 nuua 1 YMNTO roavieH 06opoT He HapxBbpnA 50 MNH. eBPO, U/UIU TOAULLHUAT
MM cyeTOBOAEH GanaHc He HaaxXBbpIsA 43 MUNIMOHA eBpo.

Bx. Touka Ill.1.5 oT 0655BneHmeTo 3a nopbyka

T.e. ocHOBHaTa My Lien e coumanHaTa 1 npodecunoHanHa UHTerpaLus Ha xopa ¢ YBpexaaHus Unuv B
HEPaABHOCTONHO MOJIOXEHME.

10




U, aKO € MPHJIOKUMO, KIIaCU(PUKAIUITA B
oHUIHaTHHS CITHCHK '

r) Pernctpanmsara nim ceptuduimpaneTo
00XBallla TN BCHYKH 3aAbJDKATSIIHA KPUTCPHUH 32
monoop?

AKo ,,He:

B nonbJHeHHE MOJisl, IONbJIHETE JUICBAIATA
undopmanus B yact IV, pazneaun A, b, B niau
I' cnopen cayuas CAMO ako mosa ce uzuckea
CH2NIACHO CHOMBEEMHOMO 00A61eHUEe UU
00KyMeHmayuama 3a oouecmeenama
nopvuka:

1) UKoHOMHUUYECKUSAT OnepaTop MOXKe JIH J1a
MpEACTaBY YAOCTOBEPEHHE 32 IJIAlllaHeTO Ha
COIMATHOOCHUTYPUTEITHA BHOCKH U JAHBITA TN
uH(pOpMAITHs, KOSTO IIe TIO3BOJIM HA Bh3JIaralius
OpraH WIN BB3IIOKUTEIS Ja MOIyIH
YIIOCTOBEPEHHUETO upe3 MPsIK Oe3IIaTeH TOCThII
JI0 HAIOHATHA 0a3a MaHHWU BHB BCSAKA IbpKAaBa
YjIeHKa?

Axo cvomeemHume OOKyMeHmMU cd HA
PA3noNodCeHIUe 8 eNIeKMPOHEH opmam, Mo,
nocoueme:

n) [1 Ma [1 He

(yeb adpec, opean unu ciyxcoa, uzoasauu
O0OKyMeHma, MOYHO HO308A6AHe HA OOKYMEHMA):

diopma Ha ydyacmue:

Omezosop:

UkoHoMHuUecKusAT omepaTop ydyacTBa JH B
nmpoleaypaTa 3a Bb3llaraHe Ha OOIIeCTBEHa
MophUKA 3aCAHO C JPYTd HKOHOMHYECKH
oneparopu'>?

[1 Ma [] He

AKo ,,0a‘, mona, ysepeme ce, ue oOCmananume yuacmeauyu onepamopu npeoCcmassim omoenet

EEJIOII.

AKko ,,aa:

a) MOJIA, TOCOYCTE POJIsiTa HA UKOHOMHWYCCKUA
orreparop B rpymnara (pbKOBOJIUTEN Ha TPymaTa,
OTTOBOPHHUK 3a KOHKPETHU 3az[aq1/1...):

6) MOJIs1, IOCOYeTe IPYTUTE NKOHOMHYIECKH
OriepaTopu, KOUTO y4aCcTBAT 3aC€/ITHO B
mporeaypaTa 3a Bb3JIarane Ha 00IIecTBEHA
HNOpPBUKA:

B) Korato € npujioKumo, moco4eTe uMETO Ha
yJacTBalara rpymna:

Ob6ocobenu no3uyuu

Omeosop:

Korato ¢ npuaoxumMo, 03HaYeHHE Ha
00ocobeHaTa/uTe mO3ULNA/HU, 38 KOUTO
HKOHOMHYECKHSAT OIIEpaTop JKejlae Ja HalpaBu

odepra:

11
12

[Mo3oBaBaHusATa U KnacudukaumusaTa, ako MMa Takuea, ca onpeaerneHn B cepTudukaumaTa.
Mo-cneuunanHo KaTo YacT OT rpyna, KOHCOPLWYM, CbBMECTHO NpeanpuaTie unvm Apyru nogobHu.




b: TH®OPMAILIUS 3A TPEACTABUTEJIUTE HA UKOHOMUYECKUS ONIEPATOP

Ako e NPUTOHCUMO, MOJIA, nocodeme umemo/nama u a()peca/ume HA sz;emo/ama, yn'leHOMOU/[eHO/u oa
npedcmaeﬂﬂeam UKOHOMU4YeCKUsl onepamop 3a yeaume Ha Hacmosauwama npouedypa 3a 6v31dcdne Ha
06wecmeeHa nopwvuka:

Ilpeocmasumencmeo, ako uma maxusa: Omezosop:
IIbnHOTO UME [...... 1;
3a€HO C JaTaTa ¥ MACTOTO Ha pakJaHe, ako € [...... ]
HE00XOaUMO:

JnexHO0CT/JleiicTBan B Ka4€CTBOTO CH Ha: [...... ]
ITomeHcku aapec: [...... ]
Tenedomn: [...... ]
En. moma: [...... ]
AKo e Heo0X0IUMO, MOJIS J1a TIPETOCTABHUTE [...... ]
moapo6Ha nHGOPMAITHS 3a MPEACTABUTEIICTBOTO

(popmmu, obxBart, men...):

B: HH®OPMAILMSI OTHOCHO U3MOJI3BAHETO HA KATAIIUTETA HA IPYTU CYBEKTU

H3nonzeane na uysyco kanayumem: Omezosop:

HNxoHoMuYecKUAT oniepaTop Lie U3I0JI3Ba JIU [1da [He
KalanuTeTa Ha APYTH CyOeKTH, 3a J1a U3IIbIHU
KpPUTEpHHUTE 3a IO100P, ocodyeHu B yact IV, u
KpUTEpUUTE U NpaBUiaTa (aKO UMa TAKUBA),
MOCOYEHH B HacT V 1o-goiy?

AKo ,,0a%, mons, npeocmageme 0moeIHo 3ad 6CeKU OM CbOmeemuume cyoeKmu Ha0AeHCHO NONbIHEH
u noonucar om msax EEJ[OII, 6 kotimo ce nocousa unghopmayusama, usuckeara cveiacho pazoeau A
u b om nacmoswama wacm u om uacm II1I.

Obpvwame Bu enumanue, we ciedsa 0a 6v0am GKII0OUEHU U MeXHUYecKume auya Uil oOpeanu, Koumo He cd
CEbP3AHU NPSKO C NPEONPUSIMUECTNO HA UKOHOMUYECKUS ONEPAmop, U 0CoDeHo me3u, KOUmo omao8apsim 3a
KOHMPOJIA HA KAYeCMBOmMO, A Npu 0bujecmeeHume nopwyyuKku 3a CMpoumenicmeo — mesu, KOumo
npeonpuemMaism Modice 0a U3noi36a 3a U36bPUIBAHE HA CIMPOUMENCTNEOMO.

Iocoueme ungpopmayusma cwvenacro wacmu IV u 'V 3a écexu om cvomeemnume cybexmu', dokonkomo ms
UMA OMHOWEHUE KbM CREYUDUUHUS KAnayumem, KOUmo UKOHOMUHECKUST ONEPamop we Uznoisedq.

I': Uadopmanus 3a NOAM3NBIHATENH, YNATO KaaAUTET NKOHOMUYECKHUSAT ONepaTop HIMa 1a
U3M0J13Ba

(pa3aeabT ce MOMbJBA CAMO aKO Ta3u HH(oOpMALHsI ce U3UCKBA
H3PUYHO OT BB3JIaraiiysi OPraH WiIN Bb3JI0KUTEJIs])

1 Hanpumep 3a TEXHWYECKM OpraHu, y4acTBally B KOHTporia Ha kadecTBoTo: YacT IV, pasgen B, Touka




Bv3nazane na noousnvainumenu: Omzoeop:

NxonomuueckusT oneparop Bb3HamepsiBa i | []/la [JHe Ako qa v 10KOJIKOTO € H3BECTHO,
J1a Bb3JIOXKHA HA TPETU CTPAHU U3IBIIHEHUETO | MOJISI, IPUJIOKETE CIIUCHK HA MPEIJIaTaHUTE
Ha 4aCT OT HOp’quaTa? IMOAUBITBIIHUTCIIN .

AKo_8b31a2auiuam _op2an Uiy 8b310HCUMENAM UPUYHO USUCKEA Ma3U UHGoOpMauus 6 0ONbIHEHUE KbM
UHpOpMayuaAmMa Cv2IACHO HACMOAWUA PA30en, MO 04 _npedocmagume unpopmauuama, U3UCKeanda
cvenacno _pazoeau A u b om nacmoswama uacm_u _uacm Il 3a ecaka (kamezopus) cbOmeemiHu
HOOU3NBIHUMEN.

Yact III: OcHOBaHHUS 32 U3KJIIOYBaHe

A: OCHOBAHUS, CBbP3AHU C HAKA3ATEJIHU TPUCHIN

Ynen 57, napaepag 1 om Hupexmusa 2014/24/EC cvOvpoica crednume 0CHOBAHUsL 3A UKTIOYGAHE:

14
1. Yuacmue 6 npecmvnna opeanuzayus
15
2. Kopynyus
1
3. Hzmama'
4. Tepopucmuunu npecmvnienus Uiy RPecmvnienus, KOUmo ca c6bp3anu ¢ mepopucmuiHu
. 17
Odenitnocmu
18
5. H3nupane na napu unu punancupane Ha mepopu3vm
19
6. Jemcku mpyo u opyeu ¢popmu Ha mpagux na xopa

Ocnosanus, cévbp3aHu ¢ HaAKazameanu npucvou | Omezoeop:
CH2/IACHO HAYUOHAIHUME PA3nopeddu 3a

1 CbrinacHo onpegerneHreTo B UneH 2 ot PamkoBo pelueHue 2008/841/MNMBP Ha CbBeTta ot 24

OKTOMBpVI 2008 r. oTHocHo 6opbata ¢ opraHusmpaHaTta npectbnHocT (OB L 300, 11.11.2008 r., cTp. 42).

CwrnacHo onpeneneHneTo B YneH 3 ot KoHBeHUuMATa 3a 6opba ¢ kopynuusTa, B KOATO y4acTBat
ONMBXHOCTHU NuLa Ha EBponericknte 0BLHOCTM Unn AMbXHOCTHA N1LA Ha ObPXaBUTE — UNEHKN Ha
EBponenckus cbto3, OB C 195, 25.6.1997 r., cTp. 1, 1 BYneH 2, naparpac 1 ot PamkoBo
peweHune 2003/568/T1BP Ha CbBeTa oT 22 tonn 2003 r. oTHOCHO 6opbaTa ¢ kKopynuusiTa B YaCTHUS CEKTOP
(OB L 192, 31.7.2003 r., cTp. 54). ToBa ocHOBaHWe 3a U3KNYBaHe 06XBaLla 1 KOpynuusTa CbriacHo
onpefeneHneTo B HaUMOHaNHOTO 3aKOHOAATENCTBO Ha Bb3narallms opraH (Bb3noxuTens) unu Ha
WMKOHOMUYECKUSI ornepaTtop.

Mo cmucbna Ha uneH 1 ot KoHBeHUmMATa 3a 3awuTa Ha MHaAHCOBUTE MHTepecu Ha EBponenckute
06LI.|,HOCTM (OB C 316, 27.11.1995 1., cTp. 48).

CwrnacHo onpeneneHuneto B YneHose 1 n 3 ot PamkoBo pelueHne Ha CbeeTa oT 13 toHu 2002 .
OTHOCHO bopbata cpelly Tepopuama (OB L 164, 22.6.2002 r., cTp. 3). ToBa 0OCHOBaHWe 3a U3KIHOYBAHE CbLO
obxBalla nogbyanTencreo, NoMara4yecTso Unv CbyvyacTue Unuv OnuT 3a U3BbPLLBAHE Ha NPECTbNEHNE, KaKTo
€ NOCOYEHO B YIeH 4 OT CbLLOTO PpaMKOBO peLUeHune.

CwrnacHo onpeneneHuneto B uneH 1 ot Aupektnsa 2005/60/EO Ha EBponenckus naprnameHT u Ha
CbBeTa ot 26 oktoMBpu 2005 r. 3a NnpegoTBpaTaBaHe U3NOM3BaHETO Ha hbMHaAHCOBaTa CMCTEMA 3a LenuTe Ha
V|3r||/|paHeTo Ha napv u cpuHaHcpaHeTo Ha TepopusbM (OB L 309, 25.11.2005 r., cTp. 15).

CwrnacHo onpegeneHueTo B YneH 2 ot AupekTtuea 2011/36/EC Ha EBpOI‘IeVICKMﬂ napnaMmeHT 1 Ha
CwBeTta ot 5 anpun 2011 r. oTHOCHO NpeAoTBpaTsBaHeTo M 6opbaTa ¢ Tpaduka Ha xopa v 3alimTarta Ha
XXepTBUTE OT HEro u 3a 3aMmsiHa Ha PamkoBo pelueHne 2002/629/MNBP Ha CvBeta (OB L 101, 15.4.2011 r.,
ctp. 1).




npunazane Ha OCHOBAHUAMA, NOCOUECHU 8
ynen 57, napazpagh 1 om J/lupekmusama:

W3nanena nmm e mo OTHOIIEHHE Ha
HKOHOMMYECKHs 0llepaTop Wi Ha JIMLe, KOETO
€ YWJIEH Ha HErOBUA aIMUHUCTPATHUBEH,
YOPaBUTENEH WIH HaJJ30PEH OPTaH UM KOETO
¥Ma MPaBOMOIIHS Jia TO IPEICTaBIsABa, Ja B3eMa
pelIeHus WIK Ja YIpakKHABa KOHTPOJI B PAMKHUTE
Ha T€3U OpraHd, OKOHYATEJIHA NPUCHAA BB
BpB3Ka C €IHO OT U30POEHUTE MO-TOPe
OCHOBaHMsI, KOSITO € IPOU3HECEHA Hali-MHOTO
MPEeAM MEeT TOJINHU, WIH ChIJIACHO KOSATO
MpOJIbJKaBa Jla ce Impujiara nepuo/ Ha
M3KJTIOYBAHE, PSKO OIpe/ielieH B mpuchaaTa’?

(1 Ha []1 He

Axo cvomeemuume 0OKyMenmu ca Ha
PAasnonodxicerue 6 eleKmpoHer ghopmam, Mo,
nocoueme: (yeb aopec, opeau unu cuyxcoa,
uzoasawju OOKymMeHma, MmouHo N0308A6aHe Ha
0OKyMeHma):

AKO ,,1a%, Mouist ocouere”:

a) laTa Ha MPUCHAATA, TIOCOUYETE 3a KOS OT TOUKU
1 — 6 ce oTHACS ¥ OCHOBAHHETO(SITA) 3a Hes;

0) mocouere JUIETO, KOETO € OCBAEHO [ |;

B) 10KOJIKOTO € NMPSKO YKA3aHO B MPUCHIATA:

a) mata:[ ], OykBa(u): [ ], mpuumuna(a):[ ]

B) IPOIBDKUTEITHOCTTA Ha CPOKA HA M3KIIFOYBAHE
[...... ] u croTBeTHATa(MTE) Touka(M) [ ]

Axo cvomeemuume 0OKyMenmu ca Ha
DPA3nonodCcenUe 8 eNeKmporer popmam, Mous,
nocoueme: (yeb aopec, opeau unu cuyxcoa,
uzoasauyu OOKyMeHma, MmoyHo no308a8aHe Ha

ooxymenma): [..... Q... [ ... ] ... ]7

B cnydaii Ha npuChIa, MKOHOMUYECKUAT
OTepaTop B3eJ JIK € MEPKH, C KOUTO J1a JOKaXKe
CBOSITa HAACKIHOCT BBIIPEKU HATMYUETO HA
CBHOTBETHUTE OCHOBAHMS 3@ M3K/IIOYBAHE
(,,peabunuTUpaHe MO CBOS HHUITMATHBA)?

[1 Ma [] He

AKo ,,1a%, MOJIS OTIUIIIETE TIPEANIPUETUTE

MepKu’*:

b: OCHOBAHMSI, CBbP3AHM C IIJIAHIAHETO HA TAHBIH WU COIIUATHOOCUTYPUTEJIHU BHOCKHU

ITnawane na oanvuyu unu Omeosop:
COYUATHOOCULYPUM ETIHU 6HOCKU:
HNxoHOMUYECKUAT ONIEpaToOp U3IBJIHUII JIU € [1 da [1 He

BCUYKHU CBOU 3aAABbJIKEHUS, CBbP3aHU C
IJIaIaHETO HA JaHbIIM UJIH
COMHATHOOCUTYPUTECJTHN BHOCKH, KaKTO B
CTpaHaTa, B KOATO TOH € YCTaHOBCH, TaKa U B
AbpiKaBaTa YWICHKA Ha Bb3Jiaraliysa oprad Win
BB3JIOKUTCIIA, dKO € pa3jindHa OT CTpaHaTa Ha

20
21
22
23

2014/24/EC.
24

Kato ce uma npeaBua eCTeCTBOTO Ha U3BBPLLEHUTE NPECTBNIEHUS (€QHOKPaTHW, NOBTApSLLM Ce,
CUCTEMHM...), 0BSICHEHMETO TPSAOBa [Aa Nokaxe aeKkBaTHOCTTa Ha MEpPKUTE, KOMTO Lie 6baaT npeanpueTu.

Monsi oa ce MOBTOPY TOSIKOBA MbTU, KOJIKOTO € HEOBX0AMMO.
Mons fa ce NoBTOpY TOJNKOBA MbTU, KONKOTO € HEOGXOAUMO.
Mons fa ce NoBTOpY TOJKOBA MbTU, KONKOTO € HEOGXOAUMO.
B cboTBETCTBME C HaLMOHaNHUTE pa3nopenbu 3a npunaraHe Ha YneH 57, naparpad 6 ot [OupekTuea




yCTaHOBSIBaHE?

CouMaJTHOOCUTYPHUTEJTH
1 BHOCKH

AKO ,,He*, MOJISI TOCOYETE:
a) ChOTBETHATA CTPaHa WJIH JbPKaBa WICHKA; a)[...... ] a)[...... 10) [...... ]
0) pazMepa Ha ChOTBETHATA CyMa; 0)[...... ]
B) KaK € YCTAHOBEHO HAPYIICHHETO Ha Bl) [] Ha [] He 1) [] Ma [] He
3aIbJDKCHUATA:

1) upe3 chaeOHO peleHue Uin B ] la [1 He B [1 Ma [] He
aJIMMHUCTPATUBCH aKT: [ 1

— Pemennero wumMm  axkTeT C
OKOHUYaTeJeH U  0OBBp3Balll
XapakTep Ju e? - [......] - [......]

— MOJ'IH, IIOCOYECTE JgaraTta Ha
npuchaaTa nim
pemel-meTO/ aKTa.

- B caywaii Ha npucera —
CPOKBT Ha M3KMOuBaHe, aKko e | B2) [ -] B2) [ ...]
onpejesen npsiko B
npuchIaTa; r) [] da [] He r) [1 da [] He

AKo ,,qa‘, Mo, AKo ,,0a%, MO,

2) o apyr Ha4uH? Mo, yTo4HeTe:
OIMIIETE MOAPOOHO: | omnuinere NoAPOOHO:

r) UKOHOMHYECKUAT ONEpaTOp U3IMBIHUI JIH €
3abJDKEHHSITA CH, KaTO U3ILIATH WU IT0EME oo 1 oo ]
00BBp3BaI aHTAXKUMEHT Ja U3IUIATH
IOBIDKUMUTE NaHbLU WU
COLIMATHOOCUTYPUTEIIHU BHOCKH,
BKIIIOUUTEITHO, KOTaTo € MPHIIOKUMO, BCUUKH
HAYMCIICHH JINXBH WK 106n?

Axo cvomeemnume 0OKyMeHmu no omuowenue | (yeb aopec, opean uiu ciysicoa, uzoasauu

Ha naawjanemo Ha OaHvYU Ui QOKYMeHma, MouHO n0306asane Ha OOKymenma): >
COYUANHOOCULYPUMENIHU BHOCKU € HA [...... I[...... Il...... Il...... ]

PA3nonodicenue 8 elekmpoHner ghopmam, Mo,
nocoveme:

B: OCHOBAHUSI, CBbP3AHU C HEChCTOSITEJTHOCT, KOH®JIMKTA HA UHTEPECH WJIH
MPO®ECHOHAJHO HAPY LIEHUE>®

Monsn, umaitme npedeuo, ue 3a yeaume Ha4 HACMOAWAMA NPOYEOYPA 3d 6b3/1A2AHE HA O0UleC8eHa
HOPBUKA HAKOU OM CJleOHUme 0CHOGAHUS 34 U3KII0YGAHE MOice 0d Ca OPMYIUPAHU NO-MOYHO
HAUUOHATIHOMO NPABO, 8 00A6TEHUECIMO WU 8 OOKyMenmauuama 3a nopvukama. Taxa nanpumep 6
HAUUOHATIHOMO HPABO MOJiCe 0d € NPedBUOeHO HOHAMUEM O ,,CEPUO3HO RPOPEeCUOHATIHO HapyweHue  0a
00x8awa HAKOIKO PA3NUYHU (hopMuU HA nosedenue.

HUugpopmayus omnocno esenmyanna Omzogop:
HecvCmoAmenHocm, KOHQYAUKM Ha UHmepecu
uau npoghecuonanno HapyuieHue

2 Monsi Aa ce NOBTOPY TOMKOBA MbTH, KOFNKOTO € HEOBXOAMMO.

26 Bx. uneH 57, naparpad 4 ot [upektusa 2014/24/EC




VIKOHOMHYECKHSAT OIepaTop HAPYILKUII JIH €, [1 da[] He
JAOKOJKOTO MY € H3BECTHO, 3aIbJUKEHUATA CH B -
00I1acTTa Ha €KOJIOTHYHOTO, COIHATHOTO MU AKO ,,1a%, MKOHOMIECKHAT OTIEPATOp B3eI
TPYAOBOTO NPaBo> ? JIM € MEPKH, C KOUTO J1a JOKaXe CBOATa
HAJICKTHOCT BBIIPEKU HATMYUETO HA
OCHOBAHHETO 3a U3K/IIOYBAHE
(,,peabunuTHpaHe 1O CBOSI MHUIIMATHBA ) ?
(] Ha [] He
AKo 1a‘, MOJISI OTIMIIIETE MPEANPUECTUTE
MEpPKH: [...... ]
VIKOHOMHYECKHSAT ONEPaToOp B €IHA OT CIICIHUTE [1 Mla [] He
CUTYAI1H JIH €:
a) 00SIBE€H B HECHLCTOATEJHOCT, WU
0) mpeaMeT HA MPOU3BOJACTBO MO
HECHCTOSTEIHOCT YUIA JTUKBUIALMSA, UIH
B) CIIOpa3yMeHHe ¢ KPeIUTOPUTE, UK
T) BCSAKAaKBa aHAIOTMYHA CHUTYAIlWsl, Bh3HHKBAIIA
OT CXOJIHA MTPOIIEAYPa ChITIACHO HAIIMOHATHHUTE
3aKOHOBH M 013aKOHOBH aKTOBE ", WIIH
1) HETOBHUTE aKTUBH CE aIMUHHUCTPUPAT OT
JIUKBUIATOP WK OT ChAa, UIIU
€) CTOIaHCKaTa My AEWHOCT € IpekparcHa? - [o..... ]
AKO ,,1a%:
- [...... ]
- Mosist mpejicTaBeTe MOAPOOHOCTH:
- MoyJist, mocodeTe MNPUYMHHUTE, IOPAIH
KOMTO HMKOHOMHYECKHAT OIepaTop Iie
Oble B CBCTOSHHME [ U3IILIHH
NopbhYKaTa, Karo Ce B3eMaT MPEBHUI
NPUIOKUMHUTE HAIIMOHAIHA HOPMH H
MEpKH 3a POIbJIXKABAHE Ha
CTOMAHCKAaTa  JIEUHOCT  NPH  TE3H | (yebh adpec, opear uiu cryicha, uzoasauu
obcTosTencrsa”? O0OKyMeHma, MoYHO N0306A6aHe HA OOKYMEHMA):
[...... I...... I[...... I...... ]
AKo cvomeemuume OOKyMeHmu ca Ha
PA3NONOdNCEHUE 8 eleKMPOHEH (hopmam, MOJis,
nocoueme:

& Kakmo e nocoyeHo 3a yenume Ha Hacmosiujama npouyedypa 3a eéb3JlazaHe Ha obwecmeeHa

nopb4Ka 8 HayuoHas/IHOmMo rfpaeo, 8 obsieyIeHUeMo unu 0okKymMeHmauyusima 3a obujecmeeHama
nopbYkama unu e 4neH 18, napazpag 2 om fupekmuea 2014/24/EC

28 BX. HayuoHasIHOmMo 3akoHodameJsicmeo, CbomeemHoOmMo obsiesieHue unu OoKyMeHmayusima
3a obuwecmeeHama nopnbYKa.

29 Tasu nHpopmaLmsa He TpAbBa Aa ce JaBa, ako U3KIMOYBAHETO Ha MKOHOMMWYECKM OnepaTopy B €AvH
OT criyvaute, u3bpoeHu B OykBM a) — €), € 3aABbINKUTENTHO ChINacHO NPUIIOXKUMOTO HaLMOHaNHO nNpaBso 6e3
KaKBaTo U Aa € Bb3MOXHOCT 3a Aieporaums, JOPU ako MKOHOMUYECKUSIT OnepaTop € B CbCTOSHWE Aa
M3MbIHW NopbYKaTa.




[1 Ha [] He,

NKOHOMMYECKUAT OnepaToOp U3BBPIINI JIU €
TeXKKO MpodecHOHATHO HAPYIIeHHe " ?
AKo ,,1a*, MOJISI, OITUIIIETE TOAPOOHO:

AKO ,,1a, IKOHOMHYECKHST ONepaTop
MIPEIIpUEN JIU € MEPKH 32 PeadMIUTHPaHE 110
cBos uHuimatusa? [] Ja [] He

AKo ,,1a%, MOJIS OTIUIIIETE TIPEANPUETUTE MEPKHU:

[1 Ma [] He

N KOHOMHMYECKUAT ONEPATOP CKIIOUUI JIH €
CIOpa3yMeHHs C IPYI'H HKOHOMUYCCKH
OIepaTopH, HACOUYCHH KbM HapylIaBaHe HA
KOHKYpeHuusTa?

AKo ,,1a*, MOJIsI, OTTUIIIETE TOAPOOHO:

[...]

AKO ,,1a‘, IKOHOMHYECKHST ONepaTop
MIPEIIPUEN JIU € MEPKH 32 PeadMIUTHPaHE 110
cBos uauimatusa? [] Ja [] He

AKo ,,1a%, MOJIS OTIUIIIETE TPEANPUETUTE MEPKH:

[1 Ma [] He

HNKoHOMHYECKUAT OIIepaTop UMa JIU
MHpOPMAIHS 32 KOH(IUKT HA HHTEpecH™,
CBBP3aH C y4aCTHETO My B IpOLIEAypara 3a
Bb3jIaraHe Ha o0IIeCTBeHA OphUKa?

AKo ,,1a*, MOJISI, OITUIIETE TOAPOOHO:

[1 Ma [] He

HNkoHOMUYECKHST ONEPATOP WU CBHP3aHO C
HETO MPENPHUITUE, TPEIOCTABSI JIH €
KOHCYJITAHTCKH YCIYTH Ha Bb3JIaraiius oprad
WM Ha BB3JIOKUATEIIS WM Y4aCcTBAJ JIH € 10
APYTr HAYHMH B MOATOTOBKATA HA NPOIIEAypara
3a Bb3JIaraHe Ha 0o0IeCTBEHA MMOPhYUKa?

AKo ,,1a%, MOJIsI, OTTUIIIETE TOAPOOHO:

[1 Ha [] He

CJ'IyT-IBa.HO JIX C€ € B MUHAJIOTO Z[OFOBOp 3a
00IIIeCTBEHA TTOPBYKA, JOTOBOD 33 IMOPBhYKA C
BB3JI0KHUTEI HJIM JOTOBOP 3a KOHIECHS Ha
MKOHOMHYECKHS OIIepaTop Ja € OWiI MpeACPOYHO
NpeKpaTeH WIK Ja ca My OWIIM HajaraHu
O6e3IIIeTeHI/ISI N HPYFI/I HOIIO6HI/I CAaHKIINU BBB
BPb3Ka ¢ TaKapBa MOPbYKa B MUHAJIOTO?

AKo ,,1a*, MOJIsI, OTTUIIETE TOAPOOHO:

[...]

AKO ,,1a*, TKOHOMHYECKHSIT OTIEPATOP
HpeANpHeN U € MEPKU 3a peaOMINTHPAHE 110
cos nanmatuBa? [] Jla [] He

AKO ,,1a*, MOJIS OTIUIIETE MPEAIPUETUTE MEPKH:

[1 Ma [] He

Moske 11 UKOHOMUYECKHAT OIlepaTop J1a
HOTBBPAH, YE:

a) HE € BUHOBEH 32 I10JJaBaHe Ha HEBEPHH JaHHH
MIPY TIPEIOCTaBIHETO HA HH(POpMANUATA,
HeoOxoMMa 3a IpoBepKara 3a JIMIca Ha
OCHOBaHMsI 33 U3KIKYBAHE WIN 33 U3IIBIIHEHUETO

80 Ako e MPUJI0XXUMO, B)K. onpedeneHunma 8 HauyUuoHaJ/ITHOmo 3aKOHodamencmeo,

cbomeemHomo obsiesieHue unu 8 00KyMeHmauusima 3a obujecmeeHama rnopsYKa.
Kakmo e noco4eHo e HayUOHasIHOMO 3aKoHoGameJicmeo, cbomeemHomo obsiesieHuUe unu e
doKkyMeHmMauyusima 3a obujecmeeHama nopny4kKa.




Ha KPUTEPHUTE 3a I0100D;
0) He e YKpPIJ TakaBa HHPOPMAIIHS;

B) MoOke Oe3 3a0aBsiHe Ja MpeIoCcTaBu
MPUIPYKABAIIUTE JOKYMCHTH, H3UCKBAHU OT
BB3JIATAIIHS OpPTaH WX BB3JIOKUTEIS; 1

T') HE CE € OMMTA JIa YIPaXKHH HEIO3BOJICHO
BIUSHHE BHPXY IpoIleca Ha B3EMaHe Ha PEIICHIS
OT BB3JIaralysl OpraH WU Bb3JIOKHUTEN, JIa
MOJTy9H ITOBEPUTEITHA HHPOPMAIIHS, KOSTO MOXKE
Jla My J1aJic HeOolpaBIaHH MPEIUMCTBA B
MporieypaTa 3a Bb3JIarane Ha 00IIecTBEHA
MOphYKA, WIH JIa TIPSAOCTABH MTOPAIH
HEOPEKHOCT MOABEXKAaIIa HHPopMaIus, KOsITO
MOJKE JIa OKa)KE ChIICCTBEHO BIUSHUE BHPXY
pEIIeHUsTa IO OTHOIICHNE Ha U3KIIOYBAHETO,
noadopa uiu Bh3JaraHeto?

I': IPYTU OCHOBAHMUS 3A U3KJIIOYBAHE, KOUTO MOXKE JIA BBJIAT NPEJIBUJEHU B HAIIMOHAJIHOTO

3AKOHOJATEJICTBO HA BBb3JIATAIIIUS OPT'AH WIX Bb3JIOKUTEJISA HA 1bPXKABA YWIEHKA

Cneum[mlmu HAUUOHAIHU OCHO6AHUA 34
U3Kiuveane

Omezosop:

[punarar mm ce cnenqupUYHUTE HAMOHATIHI
OCHOBAHMS 32 H3KJIIYBaHe, KOUTO ca
IIOCOYEHH B CHOTBETHOTO OOSBIIEHHE WU B
JOKYMEHTAIMATA 32 O0IIecTBeHaTa IOphUKa?
AKo dokymenmayuama, U3UCKEAHA 8
CcbomeemHomo 00s61eHUe UNU 8
OOKYMEeHmayusima 3a nopvyKama ca 00CMvNHU
1o eleKmpOoHeH Nb, MOJisl, Nocoyeme:

[...][] Ha [l He

(yeb aopec, opean unu caycoa, uzoasauu
00OKYMeHma, MOYHO NO308aBAHE HA OOKYMEHMA):

B cayuaii ye ce npuJiara Hakoe cnenuGpuIHO
HAIIMOHAJTHO OCHOBAaHHeE 32 M3KJII0YBaHe,
MKOHOMHYECKUST OTIEpaTOp MPEATIPHUET JIN €
MEpKH 3a peaObInTHpaHe 10 CBOSI MHUIMATHBA?
AKO ,,1a%, MOJIS OTIUIIIETE MIPEATIPUETUTE MEPKH:

[1 Ma [] He

Yacrt IV: Kputepuu 3a noandop

Ommnocuo Kpumepuume 3a noobop (pazoena unupazoeau A—I" om nacmoawama yacm)

UKOHOMUUECKUam onepamop 3aneénea, ue

Mons oa ce NOBTOPM TOJKOBA MbTU, KOMKOTO € Heo6XoaUMO.




o: OBIIO YKA3BAHUE 3A BCUUKU KPUTEPUU 3A TIOJBOP

Hxonomuueckuam onepamop cl1e0ea 0a NONbIHU MAaA3u MH¢0PM(H{M}l Camo aKo eév3lazaniusam opcan
WU 8D3TI0HCUMEIIAM € HOCOYUTL 8 CbOMGEMHONO 0056/1eHUE UNLU 8 00Kymeumammma 3a nopvikama,
nocouena 6 oﬁ}wﬂenuemo, Ue UKOHOMUUeCKUusm onepamop mooice oa ce ozparnu4du 00 NONBbIGAHEMO 1l 8

pazden aom uacm IV, 6e3 0a mpaodea 0a s nonwvasa ¢ opyz pazoen na wacm IV:

Cna3zeane Ha écuuKu uzuckeanu kpumepuu 3a | Omzoeop:
noobop
Toli oTroBapst Ha U3UCKBAHUTE KPUTEPUH 32 [1 da[] He
monoop:

A:TOIHOCT

Hkonomuueckusam onepamop ciedsa 0a npedocmasu uH@opmayus camo Ko2amo Kpumepuume
3a nO0GOP ca OuNU UBUCKEAHU OM 8B31AAULUA OP2AH UNU 63IOHCUMENS 8 00A6ICHUEMO UL 6

00Kymenmauuﬂma 3a nopvukama, noco4éna 6 00s61€HUCHO.

T'oonocm

Omezosop:

1) Toii e BIHCaH B CHOTBETHUS
npodgecuoHaieH WM ThbProBCKH PerucTbp B
JUbPIKABATA WICHKA, B KOATO € YCTAHOBEH
Axo cvomeemHume 0OKyMeHmMU cd HA
PA3noNodCeHUe 8 eIeKMPOHEH opmam, Mo,
nocoueme:

[...]

(yeb aopec, opean unu cayscoa, uzoasauiu
O00KYyMeHma, mo4HO N0308a8aHe Ha OOKYMEHMA):

2) IIpu mopBLYKHM 32 yCJIyIH:

Heobxonumo 11 € crenuaiHo pa3penieHne nin
YJIEHCTBO B OIIpeZieieHa OpraHn3alus, 3a 1a
MO’K€ HKOHOMHYECKHST OIepaTop Aa W3IIBIHH
CBOTBETHATA yCJIyra B Ibp)KaBaTa Ha
yCTaHOBsIBaHE?

Axo cvomeemuume OOKyMeHmu ca Ha
PA3nonodxcenue 8 elekmponer ghopmam, Mo,
nocoueme:

[1 Ma [] He

AKO 1a, MOJIS HOCOYETE KaKBO U AU
WKOHOMHUYECKHUSIT OTEpaTop IO MpUTEkKaga: |...]

[1 Ma [] He

(yeb aopec, opean unu caycoa, uzoasauu
O00KyMeHma, MOYHO HO308A6AHe HA OOKYMEHMA):

b: IKOHOMHWYECKO U ®UHAHCOBO CbCTOSIHUE

HKonomuueckuam onepamop ciedsa 0a npedocmasu uHpopmayus camo Ko2amo Kpumepuume 3a
nO0O0p ca Ounu UBUCKEAHU OM 6B3NALAWUSA OP2AH UL 8DINLOHCUMENS 8 0056]ICHUECMO, UIU 8
00KyMeHmauyuama 3a nopvuKama, HOCO4eHa 8 0056/1eHUEMO.

Hxonomuuecko u ¢MH(1HCO€0 cocmosinue

Omezosop:

la) HeroBusr (,,00m1°*) roquines 060poT 3a Opost
(UHAHCOBHU TOJIMHH, U3UCKBAHH B CHOTBETHOTO
00sIBJIIEHNE WK B AOKYMEHTaluATa 3a
MOPBYKATA, € KAKTO CIIeBA:

roguHa: [...... ] o6oport:[...... ][...]BamyTta
roguHa: [...... ] obopor:[...... 1[...]BanyTa
roguHa: [...... ] o6oport:[...... ][...]BamyTa

33

KakTo e onucaHo B npunoxenue Xl keM dupektnBa 2014/24/EC; 8 b3MOXXHO e 110 OmHOWeHuUe Ha

UKOHOMUYecKume oriepamopu om HsiKkou Obp)Kaeu 4JIeHKU 0a ce npusiazam Apyau u3ucKeaHusl,

Moco4YeHuU 8 cbW,0Mmo rpusioXkeHue




u/uam

16) HeroBusT cpeaeH roauiicH 060poT 3a 6pos
TOAHHU, U3HCKBAHU B ChOTBETHOTO
00sIBJIeHHE HJIH B TOKYMEHTAIMATA 32
NOPBUYKATA, € KAKTO caexsa>*():

AKo cvomeemuume OOKyMeHmu ca Ha
Ppasnonodcenue 8 eleKmporer opmam, Mous,
nocoveme:

(6potii rogmHU, CpereH 000pOT):
[...... L[...... 1[...]BamyTta

(yeb adpec, opean unu cayxcoa, uzoasauu
O0OKyMeHma, MOYHO HO308A6AHE HA OOKYMEHMA):

2a) HeroBusT (,,KOHKpETEH ) TOJMIIICH 000POT B
CTOMaHCKAaTa 00J1acT, 00XBaHATa OT
NMOPBYKATA U TIOCOYCHA B CHOTBETHOTO
00sIBIICHHE, WIH B JOKYMCHTAIUATA 32
MOPBYKATa, 32 M3UCKBAHUS Opoi (hrHAHCOBH
TOJMHH, € KaKTO CCABa:

u/unu

20) HeroBust cpeaeH ronuiieH 060poT B
o0JacTTa U 32 Oposi TOAUHH, H3MCKBAHU B
ChOTBETHOTO 00SIBJIEHUE HJIH
JOKYMEHTANHUATA 32 MOPHYKATA, € KAKTO
caeaBa:

Axo cvomeemHuume OOKyMeHmMU cd HA
PA3noNodCceHIe 8 eleKMPOHEeH opmam, Mo,
nocoueme:

roguHa: [...... ] obopor:[...... 1[...]BanyTa
roguHa: [...... ] o6oport:[...... ][...]BamyTa
roguHa: [...... ] obopor:[...... 1[...]BanyTa

(Opoit ronuHM, cpeieH 060poT):
[...... L[...... 1[...]BamyTta

(yeb adpec, opean unu cayscoa, uzoasauu
00KyMeHma, MmoyHoO HO308A64He HA

Ooxkymenmayuama): [...... I...... I...... J[...... ]

3) B ciyuaii ue nurcBa HHGOpMAIHs OTHOCHO
06opoTa (00mHs WM KOHKPETHHUS) 32 IISITUSI
H3UCKYEM MEPHOI, MOJIS, TIOCOYETE JlaTaTta, Ha
KOSITO HKOHOMUYECKUSIT OTIEPATOP € YUPEICH MK
€ 3aIoyYyHal AeiHHOCTTa CH:

4) o ce oTHacs 10 GUHAHCOBUTE
CHOTHOLIEHHS ", TOCOYECHHU B CHOTBETHOTO
00sBIICHNE, WIK B JOKYMECHTAIUATA 32
00IIeCTBeHATA MOPHYKA, HKOHOMHYCSCKUAT
oriepaTop 3asABsABa, Y€ peagHaTa UM CTOHHOCT €,
KaKTO CJIEe/Ba:

AKo cvomeemuume 0OKyMeHmu ca Ha
PAasnonodcenue 8 eeKmporer opmam, Mous,
nocoveme:

(HOCO‘IB&HC Ha M3UCKBAHOTO CHOTHOIICHUC —
37 v
CBbOTHOLICHUEC MCXKAY X Ny —H CTOI/IHOCTTa)I

.1 7’

(yeb aodpec, opean unu ciyocoa, uzoasauiu
00OKYMeHma, MOYHO NO308aBAHE HA OOKYMEHMA):

5) 3acTpaxoBarenHara Cyma I10 HEroBara
3acTpaxoBaTe/Ha MOJIMIA 32 PUCKA
»»TIpodecHOHAIHA OTTOBOPHOCT* BB3/IHM3a Ha!
Axo cvomeemuama ungopmayus e Ha
PA3NON0NCEHUE 8 eleKMPOHeH (hopmam, MO,
nocoveme:

(yeb adpec, opean unu cayxcoa, uzoasauu
O0OKyMeHma, MOYHO HO308A6AHe HA OOKYMEHMA):

6) Lo ce oTHacs 10 APYruTe HKOHOMHYECKHU
Wi GUHAHCOBH M3UCKBAHHUS, AaKO UM
TAKMBAa, KOUTO MOXE Ja Ca IIOCOYECHU B
CHOTBETHOTO OOSIBIICHHE MJIM B TOKYMEHTALIUATA

34

nopbykKa.
35 P

nopbyKa.

Camo ako e pas3pelleHo B CbOTBETHOTO obsBneHne unun B OOKyMeHTauundaTa 3a obuiectBeHaTa

Camo ako e pa3peLleHo B CbOTBETHOTO OBABMNEHME UNK B AOKYMEHTaLUATa 3a obLuecTBeHaTa

Hanpwmep CbOTHOLLEHUEeTO MeXOy akKTUBUTE U NacuBUTe.

37
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HanpvmMep CbOTHOLLEHMETO MEXaOY aKkTUBUTE U MAcCUBUTE.
Mons oa ce NOBTOPM TOJKOBA MbTW, KOMKOTO € Heo6XoauMO.




3a oOIecTBeHaTa MopbYKa, MKOHOMHWYCCKUAT
O1iepaTop 3asBsABa, 4C:

Ako cvomeemuama ()OKyMeHmab[Mﬂ, KosAmo (ye6 adpec, Op2aH uiu CleDfC6a, ugdagawu
MOdHce 0a e bulia noco4eHa 6 CbOMEEemHOmMo aOKyMeHma’ MOYHO NO308ABAHE HA
obsaenenue unu 6 OOKyMeHmayuama 3a doxymenmayuama): [...... Il...... I[...... Il...... ]

06u¢ecmeeHama nopwvika, e docmvnna no
CJIeEKMPOHEH nbm, MOJs, nocodeme.

B: TEXHUYECKU U MPO®ECUOHAJHU CIOCOBHOCTHU

Hronomuueckusam onepamop cinedsa 0a npedocmasyu UHGoOpmayus camo Ko2amo Kpumepuume 3a
HO000p ca Ounu U3UCK6AHU OM 8B3IAZAWUA OP2AH UTIU 8B3/I0MHCUMEN 6 0056/1eHUEMO, U 6
0OKyMeHmauuama 3a NOPvUKAmMa, NOCO4eHd é 00A61eHUEH 0.

Texnuuecku u npoghecuonannu cnocoonocmu Omzogop:

la) Camo 32 o6ugecmeenume nopvuKu 3a Bpoii rogunu (To3u nepHol € onpeeieH B
CIpOUmencmaeo: OOSIBICHHETO WITH JOKYMEHTAITHATA 32

TIpe3 pedepeHTHIS IEPHOT . HKOHOMUUYECKHST o0IecTBeHaTa MOpPbUKa): [...... ]

OMepaTop € U3BbPIIMIL CIIEIHUTE CTPOUTENHH | CTpouTeaHu paboTn: |[...... ]

HeifHOCTH OT KOHKPETHHS BUJ:

Axo cvomeemuume 0OKyMeHmMU OMHOCHO (ve6 adpec, opean unu ciyocba, uzdasauu
000pomo usnvaHeHe u pesyimam om Haii- O00KyMeHma, moYHO HO3068A6aHe HA OOKYMEHMA):
6adICHUME CMpOoUmeHy pabomi ca Ha [ EVTE /ST /ORI |

Pasnonodicenue 6 eieKmpoHer gopmam, Mo,

nocoyeme:

16) Camo 3a oduecmeenu nopvuKu 3a

00CcmasKu u oduecmeenu NOPvLUKU 3a bpoii romuHu (TO3u IIEPHOA € ONPECIICH B
yeyau: OOSIBIICHUETO WM JOKYMEHTALMATA 32

Ipes pedepeHTHNS IepHO' HKOHOMHYECKHsT | OOLIECTBEHATa NOpbUKa): [......]

OTIepaTop € U3BBPIIIILI CJAeTHUTE OCHOBHHU Onucanune Cymn Haru | Iomyyare
JTOCTABKHU WJIH € MPeI0CTABIII CJIeTHUTE m
OCHOBHH YCJIYTH OT mocoueHus Bua: [Ipu

H3TOTBAHC Ha CIIMCBHKA, MOJIA, ITIOCOUYCTE CYMUTC,

AATUTC U MOJYYATCJIMTE, HE3aBUCUMO JaJId Ca

MyOJIMYHA WA 9aCTHU Cy6eKTI/I4lZ

2) Toii MOXe Ja U3IT0JI3Ba CIICTHUTE [...... ]
TeXHHYEeCKH JIMIA WJIH OPraHu’>, 0cO6EHO Te3H,
OTTOBAPSIIN 32 KOHTPOJIA HA KA9eCTBOTO:

[Ipu oOmIEeCTBEHUTE TIOPHYKHU 33 CTPOUTEIICTBO [oon... ]
MKOHOMUYECKISIT OTIepaTop e MOXe Ja
M3M0JI3Ba TEXHUYCCKU JIUIA WX OPraHu MPU
W3BBPIIBAHE HA CTPOUTEIICTBOTO:

3) Toii M3M0I3Ba CIICAHATE TEXHUYECKHU [...... ]

%9 Bb3narawute OopraHu morat Aa U3ncKat HarimimeTo Ha onut 4o neT roanHn n aa npuemMart onuTt

oTnpean noBeYye OT NneT roauHu.
40 Bbanarawute opraHu Morat Aa U3uckat HanM4neTo Ha onuT A0 TPU FOAMHM U Oa npuemart onuT
oTrnpean noBeye OT TpY roANHMU.

C apyru oymun, BCUMKM nony4yatenu criegsa ga 6baat n3bpoeHn M cnucbkbT credBa Aa BK4yBa
£|2yGnquMTe W YaCTHUTE KIMEHTWN 32 CbOTBETHUTE JOCTABKM UMW YCIyru.

3a TEXHMUYECKUTE NULIA MW OpraHX, KOMTO He ca CBbP3aHW MPSIKO C NPeAnpUSTUETO Ha
MKOHOMUYECKMSI ONepaTop, HO YMTO KanauuTeT TOM M3Mof3Ba CbracHO noco4YeHoTo B YacT |l, pasgen B,
cnegpa ga ce nonbiHAT otaenHn EEOOI.




CHOPBKCHUA U MEPKHU 32 TapaHTHPAaHE HA
Ka4€CTBO, a CbOPBIKCHUATA 3a IIPOYUYBAHE U
H3CJIeIBaHE Ca KaKTO CJIcaBa.:

4) ITpu U3BJIHEHUE HA TIOPBHYKATA TOHU I1ie ObJe
B CHCTOSHHE JIa TIpUJIara CJICIHUTE CHCTEMH 3a
yhnpaBJieHHEe H 32 MpocjeasiBaHe HA Bepurara
HA JOCTaBKa:

5) 3a KomnaekcHu cmoKu uau yciyzu uil, no
U3KJIIOUEeHUe, 3 CIOKU WU YCY2UH, KOUMO Ca
CbC CReyUuanHo npeonasHaueHue:
HNkoHOMHYECKUAT OnIepaTop 1ie TTO3BOJIH JIH
M3BBPIIBAHETO HA MPOBEPKU™ HA HErOBHS
NMPOU3BOICTBEH WJIM TEXHUYECKH KananuTeT
W, KOraTo € HeoOX0/MMO, Ha CpecTBaTa 3a
NMpoy4YBaHe W U3CJeABaHe, C KOUTO PasIoiara,
KaKTO 1 Ha MEPKHTE 32 KOHTPOJI Ha
Ka4eCTBOTO?

[1 Ma [] He

6) Cnennata o0pa3oBaTesiHa U npodecuoHaTHA
KBATH(UKAIHUSA CE IPUTEKABA OT:

a) 0CTaBYMKa HA yCIyra WIKA caMust
W3IBIHUTEN, #/uau (B 3aBUCUMOCT OT
W3UCKBAHMATA, TOCOYEHH B OOSBIICHUETO, HITH B
JOKyMEHTAIUATa 32 00IeCTBEHATA TIOPHYUKA)

0) HeroBHUs PHKOBOJICH CHCTAB!

7) Ilpu u3nbiIHEHUE Ha TIOphUKaTa
HMKOHOMUYECKUSAT OIepaTop 1€ MOXKeE Ja
MIPWIOXKHU CIIETHUTE MEPKHU 32 YIIpPaBJIeHUe Ha
OKOJIHATA cpeaa:

8) CpeaHaTa rogMIIHA YMCJIECHOCT HA ChCTaBa
Ha UKOHOMHYCECKHS OIepaTop U OposT Ha
PBKOBOAHMS IEPCOHAII IIPE3 MOCIETHUTE TPU
TFOJUHHM Ca, KaKTO CJICIBA:

9) CiieqHUTE HHCTPYMEHTH, ChOPbKCHUSI HIIH
TeXHH4YecKo 00opyaBaHe 11e ObJaT HA HETOBO
pa3nooKeHNe 3a U3IIbJIHECHHUE Ha IOTOBOPA:

10) MkoHOMHYECKUSAT OllepaTop Bh3HAMEPSBa
eBEHTYA/IHO 2 Bb3JI0KH HA NOXM3IbIHATEN "
M3IBIHCHUETO Ha CJIeTHATA YacT (MPOLEeHTHO
H3paskeHne) OT MophUKaTa:

11) 3a o6wecmeenu nopvuku 3a 00CmasKu:
HNkoHOMHYECKHUAT oniepaTop Ie T0CTaBU
M3UCKBAHUTE MOCTpPH, OTIMCAHUS VI CHUIMKH Ha
MPOJIYKTUTE, KOUTO He TPIOBa J1a ca IPUIPYKEHH
0T cepTu(UKATH 32 ABTCHTHUYHOCT.

[...1[] Ha [l He

43

lMpoBepkaTa ce n3BbpLLBA OT Bb3narallius opraH unu, Npu cbriiacue oT HeroBa CTpaHa, OT HEroBO
MMe OT KOMMETEHTEH oduLMarnieH opraH Ha Abp)KaBaTa, B KOSATO € YCTaHOBEH AOCTaBYMKbT Ha CTOKU UK

ycnyru;
4 AKO MKOHOMUYECKUAT ornepaTop_e peLunn Aa Bb3foXu NoausnbiIHEHUETO Ha YacT OT JOroBopa M Le
M3MNon3Ba KanaumMteTa Ha NoOAM3NbIHUTENS, 3a Aa U3MbMHM Ta3u YacT, Mons, nonbnHeTe otaeneH EEAOI 3a

nogusnbnHUTEnuTE, BX. YacT Il, pasgen B no-rope.




AKO € TIPHUIOKUMO, HKOHOMHYECKHUAT OIIepaTop
JEKJIapupa, ve e OCUTyPH M3UCKBAHHUTE
cepruuKaTh 32 aBTCHTUIHOCT.

AKo cvomeemuume 0OKYMeHmu ca Ha
Pasnonodcenue 8 eleKmporer opmam, mMos,
nocoveme:

[1 Ha[] He

(yeb adpec, opean unu cayxcoa, uzoasauu
O0OKyMeHma, Mo4HO NO306a6aHe HA

JoKkymeHma): [...... I[...... I[...... J[......]

12) 3a o6uecmeenu nopvuku 3a 00CmMasKu:
HNkoHOMHYECKHUAT onepaTop MOXKe JIH 11a
MPEICTaBH U3UCKBAHUTE CEPTUPUKATH,
M3TOTBEHU OT O(UIMAIHO [TPU3HATH
WHCTUTYIUH WJIH areHINU M0 KOHTPOJI Ha
KAa4eCTBOTO, IOKA3BaIll ChOTBETCTBUETO HA
MPOJIYKTUTE, KOUTO MOTaT Jia ObJat sICHO
UAeHTU(UITUPAHT Ype3 TT030BaBaHE Ha
TEXHUYECKH crienn(pUKAIMU WK CTaHJapTH,

II0COYEHHU B 00SBICHUETO UJIU B JOKyMCHTalUATa

3a opbukara?

AKoO ,,He*, MOJIsI, 00SICHETE 3aIIl0 U ITOCOYCTE
KaKBH JIPYTH JOKa3aTeJICTBA MOTAaT Aa ObaaT
MPEICTABCHHU:

Axo cvomeemHume 0OKyMeHmMU cd HA
Pasnonodcenue 8 eeKmporer opmam, mMous,
nocoveme:

[1 Ja ] He

(yeb adpec, opean unu cayxcoa, uzoasauu
O00KyMeHma, MOYHO HO308A6AHe HA OOKYMEHMA):

I': CTAHJIAPTH 3A OCUT'YPSIBAHE HA KAYECTBOTO U CTAHJIAPTH 3A EKOJIOTMYHO YIIPABJIEHUE

HKonomuueckuam onepamop ciedsa 0a npedocmasu UuHpopmayus camo K02amo cmanoapmume 3a
ocuzypasane Ha KA4eCmeomo u/uiu cmanoapmume 3a eK0J102UYHO YRPAgieHue ca U U3UCKaHu om
6b3/1a2auius OP2AH WU 63N0HCUMENA 8 00A6ICHUEMO UL 8 0OKYMEHMAUUAmaA 3a 00ujecmeenama

nopvs4Ka, nocouena 6 00se61eHuemo.

Cmanoapmu 3a ocuzypaeane Ha kauecmeomo u | Omzoeop:
CMaHOapmu 3a eKoJ102U4HO ynpasjieHue
HNKxoHOMUYECKUST OTIEpATOP IIE MOXKE JIU Aa [1 da [1 He

MPEICTaBH CePTHGUKATH, U3TOTBCHH OT
HE3aBHCHUMU OPTaHu U JOKa3BaIllH, e
MKOHOMHUYECKHSAT OTIEpaToOp OTroBaps Ha
CTaHJAAPTHTE 32 OCUTYPABAHE HA KAYECTBOTO,
BKIJIFOUUTEITHO TE3H 3a JOCTBITHOCT 32 X0pa ¢
YBpEKIAHUS.

AKoO ,,He*“, MOJIsI, 00SICHETE 3aIll0 U ITOCOYCTE
KaKBH JIPYTH J0Ka3aTeJICTBa OTHOCHO CXeMaTa 3a
rapaHTHpaHe Ha KAYeCTBOTO MOTaT J1a ObIaT
MPEICTABCHH:

Axo cvomeemHume OOKyMeHmMU cd HA
PA3noNodCeHUe 8 eNIeKMPOHEH opmam, Mo,
nocoveme:

(yeb aopec, opean unu cayscoa, uzoasauiu
O00KyMeHma, mo4yHo n0308a8aHe Ha OOKYMeHMA):

HMKxoHOMUYECKUST OIrepaTop e MOXKE JIM J1a
npeacraBu ceanquaTH, HU3IrOTBCHU OT
HE3aBUCHUMU OpraHu, JOKa3Balld, 4€
HUKOHOMHYECCKUAT OII€paTop OTroBaps Ha

[1 Ma [] He




3aIBIDKUTEITHATE CTAHAAPTH HJIM CUCTEMH 32
€KOJIOTUYHO ynpaBjeHue? [...... 1[...... ]
AKoO ,,He*“, MOJIsI, 00SICHETE 3aIIl0 U ITOCOYCTE
KaKBH JIPYTH JOKA3aTEICTBA OTHOCHO
CTAHJAAPTHUTE UIH CUCTEMHTE 32 €KOJOTHYHO
ynpasJjieHue MoraT a ObAaT NpeacTaBeHu:
Axo cvomeemHume 0OKyMeHmMU cd HA

(yeb adpec, opean unu cayxcoa, uzoasauu
Pasnonodicenue 6 eieKmpoHer gopmam, Mo,

OOKyMeHWla, MOYHO nos3oeasare Ha OOKyMEHma).‘

nocoueme: [oiid ol ] ]

Yact V: HamansiBane Ha Oposi Ha KBAJIU(PUUMPAHUTE KAHAUIATH

Hronomuueckusam onepamop cieosa 0a nPpedoCmasu UHGOpMayus camo Ko2amo 6b31a2aujuiam op2an
UNU 63TI0NHCUMENIAM € NOCOUUI 00eKMUGHUME U HeOUCKPUMUHAYUOHHY KpUmMepuu uiu npasuna,
Koumo mpsaoea 0a 6s0am nPUIOIHCEHU C Yell 02Panuuasane 0pos Ha Kanouoamume, KOUmMo we o0voam
NOKaHeHUu 3a npedcmasane Ha oghepmu unu 3a nposexcoane na ouanoz. Tazu ungopmayus, Koamo
Modice 0a 6v0e ConpPoBOOeHA OM U3UCKEAHUA OMHOCHO 6Ud06eme cepmugukamu uiu opmu Ha
0OKYMEHmMAalIHU 00KA3amencmea, aKko HMa TAKNBA, KOUNoO mpsadea 0a o6voam npeocmaseHu, ce
CHOBPIHCA 6 CHLOMGEMHOMO 00A6/1eHUE UL 8 0OKYMEHMAUUAMA 3a 00ujecimeeHama nopvLUKa, nOCo4enda 6
00a61€HUEMO.

Camo npu ozpanuuenu npoyeoypu, cbcme3amennu npouedypu c 00208apamne, npoyeoypu 3a
chcmesameinen OUan02 U RAPMHLOPCMEA 3a UHOBAUUU:

MKoHOMHYECKHUST ONepaTop JAeKJIapupa, Je:

Hamanaseaune na oposa Omezosop:

Toi M3MbJAHABA ICIUTE U [...... ]
HEIMCKPUMUHAMOHHUTE KPUTEPHU WU
IpaBmIIa, KOUTO TPsOBa 1a OBAAT MPHIIOKEHH, 32
Jla ce OrpaHuYy OPOST HA KAHIUJATUTE 110 [...][] da[] He*
CIIEeJHUS HaYMH:

B ciryqaif, 4e ce M3UCKBAT HAKOW CEPTH(GHUKATH
WM Opyry GopMH Ha JOKYMEHTAIHU
JI0Ka3aTeNICTBA, MOJIS, TOCOYETe 32 BCEKH OT TIX,
JlalTl UIKOHOMHUECKHAT ONEpaTop pasIosiara c
W3MCKBAHWUTE IOKYMEHTH:

Axo uaxou om mesu cepmugpuxamu unu popmu
Ha OOKYMeHMAHU 00KA3amencmed ca Ha
pasnonodcenue 6 erexmponen popmam®, mons,
nocoveme 3a 6CUYKU OM MAX:

(yeb adpec, opean unu caysxcoa, uzoasauu
O00KyMeHma, mouHo no306a6ane Ha
ooxymenmayuama): [......J[ ... J[.... ][ .....]"

Yact VI: 3ak110YNTEIHH MOJIOKEHHUS

Honynoonucanusm oexnapupa, ue ungopmayuama, nocovena 6 yacmu Il — 'V no-eope, e ssaprna u mouna, u ue
e npedcmagena c ACHOMo pasdoupane Ha NOCIeOCMBUAMA NPU NPeocmassane Ha HeeepHU OAHHU.
Honynoonucanusm ogpuyuaino dexnapupa, ue e 8 CbCmMosHUe npu NOUCKeane u bes 3abasa oa npedcmasu
yKasanume cepmupuxamu u Opyau popmu Ha OOKYMEHMAIHU 00KA3AMENCNEA, 0CBEH 8 ClyHaume, KO2amo:

Mons, nocoyeTe ACHO KbM KON JOKYMEHT Ce OTHacs OTrOBOPbT.

Mons oa ce NOBTOPM TOJKOBA MbTU, KOMKOTO € Heo6XoaUMO.
Mons oa ce NOBTOPM TOJKOBA MbTU, KOMKOTO € Heo6XoaUMO.




a) 6v31a2auuAm Op2aH Uil 8b310HCUMENAM MOJHCe 0a NOYYU NPUOpYHCcasaujume OOKyMeHmu upe3 npsaK
docmvbn 00 CbOMEEMHAMA HAYUOHATHA 6A3a OAHHU 8b8 8CAKA OBbPIAHCABA UTIEHKA, KOSMO € O0CMbNHA
6esnnamno®; unu

0) cuumano om 18 okmomepu 2018 2. HAl-KbCHO™ 68b371a2awusim Opean Wil 8b310H#CUMETISIM geue
npumeHcasa CbOmeemHama OOKyMeHMayusl.

Honynoonucanuam oasa opuyuanno cvenacue [nocoveme 8vb3nazaujusi Opean Uil 8b310HCUMENs
cvenacro yacm I, pazoen A] oa noayuu oocmvn 00 0oKymeHmume, noOKpensawu uHpopmayuama,
KOSIMo e npedocmaesena 6 [nocoueme cvomeemnama wacm, pazoein/ mouka/u] om nacmoawus
Eounen esponeticku doxymenm 3a obujecmeenu nopvuku 3a yeaume Ha [IocodeTe mpoieypara 3a
Bb3JIaraHe Ha 0OIIeCTBeHa MOphUKa: (KpaTKO OMHMCAaHUE, IpenpaTka KbM MyOJInuKalusaTa B
Oguyuanen secmuux na Egponetickus cvio3, pedepeHTeH HoMED)].

JlaTa, MsICTO M, KOraTO C€ M3UCKBA WM € HEOOX0IuMo, noamuc(u): [...... ]

8 lNpu ycnosue, Ye MKOHOMUYECKUAT onepaTop e NpeAocTaBun Heobxoaumara uHdopmaums (yeb

adpec, opaaH usnu ciyxba, usdasawu 00KyMeHma, mo4yHo r1o308aeaHe Ha 00KyMeHmauusima), Kosimo
1038071518a Ha 8b3/1azauiusi opaaH Unu Ha 8b3ioxumeris 0a 20 Hanpasu. Koeamo ce u3uckea, mosa mpsibea
da 610e cbpo8odeHo om cboOM8emMHOMO chasiacue 3a docmubii.

B 3aBMCMMOCT OT HauuoHanHUTe pasnopeabu 3a npunaraHeTo Ha uneH 59, naparpad 5, BTopa
anuHes ot OupekTtuea 2014/24/EC




Oopa3zen Ne 2

HAEKJITAPALUA
no 4. 6, aj1. 2 or 3akoHa 3a MepKuTe cpelry u3nupanero Ha napu (3MHAII)

(I’lOI’l'bJZGCl ce om npedcmaeﬂfzeawuﬂ yuacmHuka no akmyaina mvpco6CKa pecucmpayusl,

Kakmo u om 6CsAKo om jauyama npe()cmaeﬂﬂeawu ujenoseme Ha 066()”7-!67—!14617’10)

JIOITYTIOAIIHICAHTSIT . ... cuveeeeutieeeruetetesaitteeeeubeeeeaabeteeeabbteesaabeeesentteesemateeesseaeessbteesnsaaeseasbeeesnreeennnne
(mpume umena)

B KAUECTBOTO MHE HA ... nutteentte ettt et e ettt e et e et e et e et e e et e et et e e e et eeae e eenens

3 £ TP
(HaMMEHOBaHMWE HAa yYaCTHHKA)

HA YUACTHUK/UICH HA OOCIITHEHIE . .. vt uveententteantenteenetenteenteenteenteeeeeneeaeeaneennees
(HaumeHoBaHUE HA YYACMHUKA/YIeH Ha 0beduHeHUe)

BITHICAH B PETHCTBPA TIPH ..veenreeeurreanereenteessueeensreensseessseesnsessnseesssesssesssesenssessssesnssesssseessseesssessssesssses ,

JTEKJIAPUPAM, ue:

JEHUCTBUTEICH COOCTBEHUK 0 CMHUCHIA Ha 4il. 6, an. 2 3MUII BbB Bpb3ka ¢ ui. 3, an. 5 [III3MHUII

Ha FOPEroCcOYEeHOTO IOPHINYECKO JIHIIE e/ca CleHOTO (PU3NYecKo Tulle/caeTHITe GU3NIECKH JTUIA:



H3BectHa Mu ¢ OTTrOBOPHOCTTA IIO 4IJI. 313 or Haxka3zaremnmus KOJCKC 3a IMOCOYBAHC Ha HCBCPHU

JTaHHH.
DI F: 1 : T JAEKJIAPATOP: .........................
(uMe, moaIHMC)
3adesexxka:

- Koecamo cobcmeenuk na wopuduueckomo auye Y4acmHux e iopuouyecko auye, ce NONvieam OaHHume Ha
Quzuueckume auya, oeticmeumentu coOCMeeHUYU Ha OPUOULECKOMO Tuye.

- Yyowcdecmpannume — Qusuyecku — auya — Npeocmasam  eKGUBANeHMHU  OAHHU,  CbOOPA3HO
3AKOHOOAMENCMBOMO HA ObPHCABAMA, 8 KOAMO YUACMHUKDI I0PUOUYECKO TUYe e YCIAHOBEH.

- H3eneuenue om 3axona 3a meprume cpewsy usnupaHemo Ha napu
Yn. 6. (2) Jluyama no un. 3, ar. 2 u 3 udenmupuyupam puzuueckume iuya, KOUMo ca Oetcmeumetu

cobcmeeHuyYu Ha KIUeHm - I0PUOULecKo uye, KaKkmo u npeonpuemam Oelucmeus 3a npoeepKa Ha MsaxHama
udenmugpurkayus 6 3a6UCUMOCH OM 6U0d HA KIUEHMA U HUBOMO HA PUCK, KOemo NpOU3muyd om
VCMAHOBABAHEMO HA KAUCHMCKUMe OMHOWEHUS /U HA U3GbPUIBAHEMO HA COENKU UL Onepayull ¢ maKksve
6u0 xauenm. Ilpu aunca na Opyea 6wb3MOJCHOCH UOSHMUDUUUPAHEMO MOJice 0a Ce U3BbPUU Ype3
oexnapayus, NOONUCAHA OM 3AKOHHUSL NPeOCMASUMeN Wil NbIHOMOWHUKA HA I0PUOULECKOMO Tuye.

- HU3zeneuenue om [lpasunnuka 3a npunazane na 3aKoHa 3a MepKume cpeuyy UsnUpaHemo Ha napu

Yn. 3. (5) Heticmeumenen cobOcmeenux Ha KIUeHm - OPUOULECKO auye, e:

1. gusuuecko nuye unu gusunecku uya, KOUMO NPAKO ULU HENPAKO Npumedncasam noseve om 25 Ha cmo
om Osnoseme Ui Om KAnumania Ha KIUeHm - 10puoudecko auye, uid Ha opyea nodobHa cmpykmypd, uiu
NPAKO UNU HENPAKO 20 KOHMPOAUpam,

2. usuuecko nuye wiu usuvecku auya, 6 NOI3A HA KOUMO ce YNPAasisaed uiu pasnpeoeis 25 na cmo uu
nogeue om uMywecmseomo, Ko2amo KiueHm e QoHOayus, opeanu3ayus ¢ HeCMONAHCKA yel wiu opyeo auye,
KOemo oCvlyecmensa 008epUmenHo ynpasieHue Ha UMywecmeo uiu pasnpeoeierue Ha UMyuwecmso 8 noisd
Ha mpemu quya;

3. epyna om ¢husuuecku auya, 6 YUAMO NO3A € Cb30a0eHa U Oelicmea (oHoayus, opeanuzayus ¢
UOeanHa yen uiu auye, 0CbUWecmeasaujo 008epUmMenHoO YNpasieHue Ha UMyWecmseo uiu pasnpeoenerue Ha
UMYUeCcmeo 8 NO3a HA MPemu Tuyd, aKko me3u Juya He ca onpedeieHu, Ho ca onpedeisieMu no onpedeieHu

npusrHayu.



IMopgmucaHuaT/aTa ..ooovveeeeeeeeennnnn

Oopa3zen Ne3

JNEKJIAPALIMS

(TpuTe UMeHa)

B KAUCCTBOTO CH H@. . euuuttiiiiiiiiiinitiiiitetiiitetiiitettiissetesssscesssessssscessssssssssseessssesssssssssssssssssssesssssssssnsssssnsses

L2 S 5 L 7 N - Y4aCTHUK
B MpoLEAypa 3a Bb3JlaraHe Ha oOIiecTBeHa NOpbuka ¢ mpeamer: JlocraBka Ha JIEKapCTBEHH
npoayktu 3a Hyxaure Ha ,,UETBBPTA MHOI'OITPO®UJIHA BOJIHHUIIA 3A AKTHUBHO
JIEUEHUE-COOUA” EAL]

AEKJIAPUPAM:

Bcuuku s1iekapcTBEHH MPOYKTH, PEUIOKEHN B HACTOSIIATA IIPOLEypa 3a Bb3JaraHe Ha
oOImiecTBeHa MOPBUKa, ChIVIACHO MpeJICTaBeHaTa oepTa, 4acT OT KOSTO € Ta3u JeKIapaius:

ca peructpupani 3a ynorpeba B PenyOimka bbiarapus u nputekaBaT pa3pelinTeNIHy 3a
yrnoTtpeba, ChrIacCHO M3MCKBAHUATA HA 3aKOHA 3a JICKAPCTBEHH MPOIYKTH B XyMaHHATa
MEIMIINHA;

MPUTEKABAT KPATKU XapaKTEPUCTUKH, IPEJOCTABEHU B €JIeKTpoHHATa cTpanuiia Ha MAJT;
3a BCUYKHW BB3HUKHAJIM POMEHH 110 BPEME WIIH CJIe]l pa3pelIaBaHeTo 3a ynoTpeda Ha
JieKapcTBEHUsI MPOJYKT ce yBeaomsiBa MAJI, kaTo ce npenocTaBs chbOTBETHATA
JOKYMEHTALUs Ha MPOyKTHTE.

B Cllyyall Ha U3TUYaHE Ha CPOKa Ha pa3pelIeHUeTo 3a ynorpeda Ha JeKapCTBEHUTE
npoayktu npe3 2018 r. gexnapupaM ue, KOJIUYECTBATa Ha JICKAPCTBEHUTE MPOAYKTH ca
HaJIMYHU B CHOTBETCTBHE C M3UCKBAHMATA HA WI. 55, ai1.6 ot 3JITIXM.

JIUTICBAT OUITMATHU ChOOIICHNS WM OTPAaHUYHUTEIIHA MEPKH 3a yroTpeda Ha
JIEKapPCTBEHUTE MPOIYKTH, CBBP3aHH C HEXKEJIaHH JICKApPCTBEHU PEaKIIUU.

N3BecTHa MU e 0TTOBOpPHOCTTA 1O Wi. 313 oT Haka3aTe/Hus KOJEKC 32 OCOYBAHE HA HEBEPHU

JaHHH.

.............. JTEKJIAPATOP:
..... /ame, pamuus,moaIUC U eyar /



Oopasen NeS

JEKJIAPALIUSA
no wi. 39, an. 3, 1. 1, 6. ,,8° ot [II130I1 3a chriacue ¢ kiay3uTe Ha MPHIOKEHUS IPOSKT HA JOTOBOP

HOI[HI/ICEIHI/ISIT/aTa

(HaMEHOBaHHUE HAa yYaCTHUKA)
EUK/BYJICTAT oo, — YUYaCTHMK B TMpolelypa 3a Bb3JIaraHe Ha
oOmiecTBeHa MOpbUKa ¢ mpeaMeT: JlocTaBka Ha JeKapCTBEHU MPOAYKTH 3a Hyxkaute Ha ,, Y4ETBBPTA
MHOT'OITPO®UJIHA BOJIHUIIA 3A AKTUBHO JIEHEHUE-COOUA” EALL

JEKJIAPUPAM, UE
CBbM 3aI03HAT U ChM CBIJIACEH C KJIAy3UTE Ha MPUIIOKEHUS B JIOKYMEHTAIUATA 32 YIaCTHE MMPOEKT Ha
JIOTOBOp 3a Bh3JIaraHe Ha oOIIecTBEHa IMOpBYKaA C MpeaMeT: JlocTaBka Ha JIeKapcTBEHHU MPOJIYKTH 32

nyxaure Ha ,YETBBPTA MHOI'OIIPOOMJIHA BOJIHUIIA 3A AKTHMBHO JIEUEHUME-
COoUA” EALL

3abenescka: ﬂemapauuﬂma ce nooasa om auyemo, koemo npedcmaeﬂﬂea yuacntHuka.



Oopa3zen_Ne6

JEKJIAPALIUSA
o wi. 39, an. 3, 1. 1, 6. ,,r ot [III30I1 3a cpoka Ha BaJIMTHOCT HAa odepTaTra

HOI[HI/ICEIHI/ISIT/aTa

(HaMEHOBaHME HAa yYaCTHUKA)
EUK/BYJICTAT oo, — YYacTHMK B TIpolleypa 3a Bb3JIaraHe Ha
oOrmiecTBeHa MOpbUKa ¢ mpeaMeT: JlocTaBka Ha JeKapCTBEHU MPOAYKTH 3a Hyxkaute Ha ,, Y4ETBBPTA
MHOT'OITPO®UJIHA BOJIHUIIA 3A AKTUBHO JIEHEHUE-COOUA” EALL
JEKJIAPHUPAM, YE

CPOKBT Ha BaJIMIHOCTTa Ha Hamata odepta € 180 (cTo M ocemzaecer) aHU, (MIOCOUYEHU B pasnen
IV.2.6 ot 00sBI€HNETO), CIMTAHO OT JaTaTa, KOSTO € IOCOYEHA 3a J]aTa Ha MoJyyaBaHe Ha odepraTa
B pazzen [V.2.2) Ha 00siBIeHHETO, TPUIIOKEHO KbM JJOKYMEHTAIIUATA 32 y9acTHe B MpolielypaTa.



Oopa3zen Ne 8

JTEKJIAPALIVIS

Ilognucanusr/ara ..........
(TpuTe uUMeHa)
B KATECTBOTO CH Ha..uvvveeeeeeieurreeeeeeeeiturereeeesesiossseesesesiossssssesessosssssessssssssssssssssssssssssssessnsssssessessnssssseeses

L2 S 5 L 7 N - Y4aCTHHUK
B MpoLEeJAypa 3a Bb3JlaraHe Ha oOIIecTBeHa NOpbuYka ¢ mpeamer: JlocraBka Ha JIEKapCTBEHH
npoayktu 3a Hyxmure Ha ,,UETBBPTA MHOI'OITPO®UJIHA BOJIHHUIIA 3A AKTHUBHO
JIEUEHUE-COOUA” EA]LL .

JAEKJIAPUPAM:

[Ipennaranara 1eHa e/He € cboOpa3eHa ©W HaJBUIIABa/HE HAJABHINABA YTBBPIACHUTE
pedepeHTHN 1LIEeHW Ha JIeKapcTBeHHTe MpoaykTu oT llosutuBHus nekapctBeH crnuchk (ILJIC),
(ITpunoxxenne 2 xonrona M wna IIJIC) ma HaumonanmHus ChBET MO IIeHW M peMMOypCHUpaHE Ha
JIEKapCTBEHUTE MPOJYKTH, ChriacHO Wi.55 ot Hapenbara 3a ycnoBusTra, mpaBwiiaTa W peia 3a
perynupaHe Ha LIEHHTE Ha JISKapCTBEHUTE NMPOAYKTH. (Kocamo mpeonazanama yema nHaosuwiasa
ymevpoenume peghepeHmHu yeHu, ce noCco48a U3PUYHO 3a KOSA/KOU HOMEHKIAMYPU ce OMHACS MOo8d
Hecvomeemcmaue.)

3amo3HaT ChbM, Y€ HECchOOpa3sBaHETO C TE3W ILIEHW € OCHOBAaHUE 3a OTCTPaHsSBAaHE Ha
yYyacTHMKa OT I[IpoleAypaTa 3a Bb3jaraHe Ha OOIIecTBeHaTa IIOpbYKa [0 ChOTBETHATa
HOMEHKJIaTypa.

Hata:................... JEKJIAPATOP:
................ /ame, pamuus, moanuc U neyar /



Oo6pa3zen 9

OIIMC HA IIPEACTABEHUTE JOKYMEHTH

B oq)epTa 3d y4aCTHC B IIpoLcAypa 3a Bb3JIaraHC Ha O6IJ_I€CTB€H21 IopbYKa € MPCIAMCT:

JocTaBka Ha JekapcTBeHH NPOAYKTH 3a Hy:xkaute Ha ,, AETBBPTA MHOT'OITPO®UJIHA

BOJIHUIA 3A AKTUBHO JIEHEHUE-CO®UA’ EAJ]

HA YUACTHHK teuveenereareescsssenscesscssscesscssssssssssssscsnssnss
Homep na
Ne Coabpxanue cmpanuya
om.....00
1. Enunen eBpomneiicku 10kymMeHT 3a oOmectBenn mnopbuku (EEJOII) 3a
Y4aCTHHKA/3a BCEKM YYAaCTHUK B OOCAMHEHHE, KOETO HE € HOPUIUYECKO
JuIe/3a BCEKU TOMU3IBIHUTEN/3a BCAKO JIMIE, YAUTO PECYpCH Ie ObaaT
aHTa)XUPaHU B U3ITBIHEHUETO Ha 10roBopute (oopaszey Nel)
1.1. | Komue OT JOKYMEHT, OT KOWTO Ja € BHAHO IPAaBHOTO OCHOBaHHE 3a
Ch3JlaBaHe Ha 0OCIMHEHUETO, KaKTO U clieAHaTa WHPOpMalus BbB BPb3Ka C
KOHKpETHaTa OOIleCTBEHa TMOpbUKa — TpaBaTa H 3aqbJDKEHUATAa Ha
YYaCTHHUIIUTE B OOCIMHEHHUETO, PA3MPEACTICHUETO HA OTTOBOPHOCTTA MEXKIY
YJICHOBETE Ha OOCIMHEHHETO M JIEHHOCTUTE, KOWUTO II€ HM3IIBIHSBA BCEKH
YJieH Ha 00CTMHEHHUETO, KO2AMO € NPULOHNCUMO
1.2. | Hexmapanus nmo wi. 6, an.2 oT 3aKkOHa 3a MEPKHUTE Cpeuly M3MHPAHETO Ha
napu (3MUII) (oopaszey Ne2);
2. TexHnuyecko npeaioKeHue, KOETO ChIbpiKa:
2.1. | JlokyMeHT 3a yIm'bIHOMOIIIaBaHe, KOraTo JIMIETO, KOeTo mojiaBa odeprara, HE
€ 3aKOHHHUSIT MPEICTABUTEIN Ha YYACTHHUKA, KO2AMO € NPULOHNCUMO
2.2. | IlpennoxeHure 3a M3MBJIIHCHUE HA TTOpbUKaTa (oopazey Nod)
2.3. | Hexmapanms 3a CbhIJIaCHE C KJIAy3UTE€ HA IMPHIIOKEHUS MPOEKT Ha JIOTOBOP
(obpazey No5)
2.4. | Hexmapanus 3a Cpoka Ha BAJIMIHOCT Ha odepraTa (oopazey Neb)
2.5. | Hexmapanus 3a CbOTBETCTBHE HA JICKAPCTBEHUTE MPOAYKTH C M3UCKBAaHUSTA
Ha 3JI[IXM (obpazey No3);
3. IleHoBOTO mWpensio:KeHUE B omoe/leH 3anedyaman HEenpo3pavyeH NiIuK ¢
HaamucC ,,Ilpeanaranu ueHoBu napamerpu’’ (oopaszey No7)
3.1. | Jexmapamus 3a cma3BaHe u3WMCKBaHWsATa Ha wWwi26la, am.1l ot 3JIIIXM,

nmocoueHd B Ilo3uTWBHUA JieKapcTBEH cHHCHK, [IpunoxeHue 2 B
CBHOTBETCTBHE C pasnopenoute Ha Hapenbara 3a ycioBusita, mpaBujaTta u




pelna 3a peryjaupaHe U perucTpupaHe Ha IIEHUTE Ha JEKapCTBEHUTE MIPOAYKTH
o wi. 261a, an.1 ot 3akoHa 3a JIeKapCTBEHUTE MPOJIYKTH B XyMaHHATa

MeauimHa (oopaser; Neg)

IMoanuc 1 meuar
Nme u pamuius
KauecTBO




ITPOEKT HA 1OI'OBOP OBPA3EI 10

AOIroOBOP
3a Bb3JIaraHe Ha 001IeCTBEHA MOopb4YKa
3a J0CTaBKa Ha JICKAPCTBCHHU NMPOAYKTH

Huec, ........ [oviiinninn, /2018 1., B p. Codus mexmy:
"UETBBPTA MHOT OITPO®UJIHA BOJIHULA 3A AKTUBHO JIEYEHUE-CO®USA" EAJl, cbe
cepamumie W anapec Ha ympasienue: rp. Codwusa, Oyn. ,Makemonus” Ne 38, EMK 000689047,
NpeCTaBIsiBaH OT Aol. A-p Apkanu ['eoprues MBano, am, U3mbIHUTENEH AUPEKTOP, HAPUUYAHO IO-TI0ITY
3a kpatkocT BB3JIOKUTEJL, ot exna crpaHa, u

pye e e e et 7 ChC CENAUUIE U AJAPEC HA YIPABICHUE: ..uveenreennennneannennnennn. ENK
........................... , TIPEICTABIISIBAHO OT ..'uvenreenneenneenneennesnnesasesnseseenneennesn... HAPUIAHO TO-JIONTY 32
kpatkocT U3ITBJIHUTEJL

Ha ocHoBaHue Wi 112, aa. 1 or 3akoHa 3a 001IeCTBEHH MOPHYKU B CHOTBETCTBHE C penieHue Ne
coereesssOT covveeee T HA MBIBJIHMTETHUS TUPEKTOP 32 ONpe/esisiHE HA M3MIbJIHUTE] HA 00IeCTBEeHA
NMOPbYKA ce CKJIIYHM HACTOSIIIMSAT J0TOBOP 32 I0CTABKA MPH CJIeIHUTE YCIOBHS:

LIOPEAMET HA TOT'OBOPA

1. BB3JOXKUTEJAT Bw3mara, a USINBJHUTEJAT npuema na gocraBujieKapcTBeHH
npoaykTu, Hapuyaau B goroopa CTOKMU, nmoapoObHO onucaHu MO BUJ, KOJUYECTBO, SAUHUYHH IICHU U
obma croiiHocT B Crneundukanus — [Ipunoxenne Ne 1 — HepasnmenHa yact oT nmoroBopa. [locoueHute
konyectBa B [Ipunoxenne Ne 1 ca OpUEHTHPOBBUHU M HE MOPAKIAT 3aTBJDKCHUS 32 BB3JIOKUTENS Ja TH
3aKyIY B ITBJICH 00EM.

2. KoHkpeTHHUTE JOCTaBKH B PAMKHUTE HA MIPeIMEeTa Ha HACTOSIIHS IOTOBOP CE€ U3BBPILBAT Bh3 OCHOBA
Ha niucmenu 3asBku Ha Bb3JIOKHUTEJISA, B 3aBucumoct oT pakTudeckuTe NOTpeOHOCTH Ha OOITHHUIIATA
Ha 0azara mpueM Ha MaUeHTH U (UHAHCOBA 00E3MEYCHOCT 32 U3ITBIIHEHHETO Ha MOPBhYUKATa.

3. M3mpiaHUATENSAT UMa IPaBO/HSAMA MPABO J1a MOJI3BA MOAU3IBIHUTEI MPU U3ITBIHEHHE HA JI0TOBOPA.
(Kozamo 6 npoyedypama usnviHumensim e 0eKiapupai, e uje noa36a noOUNvIHUMeNU npu UsnviHeHue Ha
obwecmeenama nopvuKa 6 002080pa ce OONBIBA CLEOHOMO:!

3.1. Ilpu usnvanenue na 0o2oeopa Hsnvanumenam uma npago oa non3ea cieonHume noOUsNbIHUmenu

(nocousam npedsudenume NOOUNBIHUMENU U BUOOBeme pabomu om npeomemda HA NOPbLYKAMA,
KOUMO uje ce npeoioxcam Ha NOOUSNBIHUMENU U CbOMEBEMCMEAWUs. Ha me3u pabomu 051  NPOYEeHmu om
CmotHoOCmma Ha 0oduecmeeHama nopvLYKa)

3.2.3nvanumenam e OnvoHCeH oa CKIOYU 002060p 3a NOOU3NBIHEHUE c
NOOUBNBIHUMENA/NOOUNBIHUmMeeaume, nocovenu ¢ m. 3.1.

3.3. 3a pabomama na noousnvinumenume Mznvinumensm omeoeaps Kamo 3a c60s paboma.

3.4. B cpok 00 mpu OHU Om CKIOYBAHEMO HA 002080p 3a4 NOOU3NBIHEHUe UNU HA OONBIHUMENHO
CnopasymeHue 3a 3aMsaHd HA NOCo4eH 6 ogepmama noousnvinumen, Msznvinumensm usnpawa Konue Ha
002080pa UM HA OONBIHUMEIHOMO CNopasymeHue Ha Bwv3noocumens 3aedno ¢ O0okazameincmea, ue cd
usnwvIHeHu ycaosuama no 4. 66, an. 2 u 11 om 30I1.

II. HEHA U IIJIAIITAHE
1. O0mara opHEeHTHPOBBYHA CTOWHOCT Ha JIOTOBOpa 3a MEpHOJa Ha JIEWCTBHETO MYy BBb3IH3a Ha

.......................... (crreeree et et et e te e et eeree e steeessreestbeesssaesseeensneensaeessneennneennneeennneenns ) JIEBA 0€3 JIJIC, BB3




OCHOBa Ha O(epUPAHUTE CIUHUYHUTE IIEHU M KOJMYECTBATa B PAMKHTE HAa BB3JIOKEHUTE C HACTOSIIUS
JIOTOBOP HOMEHKJIAaTypH U chriacHo Crnenndukanus — [punoxenue Ne 1, Hepa3aenHa yacT OT 10roBopa M
He MO:Ke 1a 0bJe HAJIBUIIIABAHA.

2. EMuHNYHNTE EHUTE Ha CTOKUTE, IPEIMET Ha HACTOSIIUS JOrOBOP, Ca ChIVIACHO IIeHOBaTa odepTa
Ha U3ITBJIHUTEJISA u BritodBaT BCUYKH Pa3xo/au JI0 MACTOTO Ha U3MBIHEHUE.

3. V3mbiaHeHWETO Ha JIOTOBOpa C€ W3BBPIIBA 0 CIMHUYHHM IIEHH, TOCOYEHU B odeprara Ha
MN3IT'BJIHUTEJIS, xouTo He moajiexaT Ha MPOMSIHA 3a IIeJIUs CPOK Ha JIeWCTBHE Ha JOTOBOpA.

4. VI3meHeHue Ha OTOBOPA CE JIOMYCKa M0 U3KII0YEHHE caMo Ipu ycaoBusaTa Ha wi. 116 ot 3011

S. Ilnamanusita Ha JOCTAaBEHHWTE CTOKM C€ H3BBpPLIBAT IO OAHKOB IMBT IO CMETKaTa Ha
MN3I'BJHUTEJISA B cpok 1o 60 gHM ciieq NOANKMCBAHE HA MPENaBaTEeIHO — MpUEMAaTesIeH TPOTOKOI 3a
npreMaHe Ha CTOKaTa U MpecTaBsIHe Ha GakTypa, noanucana u ogqoopena or Bb3JIOXKUTEJISA.

6. Kocamo uacmma om nopvuxkama, Koamo ce U3SNBIHABA OM NOOUNBIHUMEN, Modce 0a Ovoe
npeoadena Kamo omoeneH 00eKm HA USNBIHUMENS UM HA 6b3IONCUMENS, Bb3I0NCUMENIM 3anaaua
8b3HAzpadicOenue 3a masu Yacm Ha NOOUsNvIHumend. B mosu cayuaii pazniawanuama ce ocvbuecmeasam
8b3 OCHO6A HA UCKAHe, OMNPABEHO OM NOOUSNBIHUMENA 00 8b3N0NCUMEN Upe3 USNBIHUMES, KOUmo e
ONboICeH 0a 20 npedocmasu Ha 6v3nodxcumens 6 15-oneeen cpok om nonyuasanemo my. Kvm uckanemo
U3NBIHUMENAM NPe00Cmass CMaHosuwe, on Koemo 0a e 8UOHO 0alu 0CHOP8a NAAWAHUAMA UTU YACH OM
maAx Kamo HeOvIHCUMU. Bv3noscumenam uma npago 0a omkasice niawjane, Ko2amo UCKaLemo 3a niawjame
€ 0CnopeHo, 00 MOMeHmMA Ha OMCMPAanA8ane Ha NPULUHAMA 3a OMKA3dA.

7. Koeamo HUBIIBJIHUTEJIAT e ckaouun 002080p/002060pu  3a  NOOU3NBIHEHUE, C
noousnvIHumens/me, NOCoueHu 6 ogepmama My, U He €A HANPABEHU OUPEKMHU NIAUWAHUS KbM
noousnvinumens/me, BB3JIOKUTEJIAT uzsvpuwea okonuamenno niawane kom UIITBJIHUTEJIA, cneo
kamo  O6wvoam  npeocmasenu  ookazamencmea, de  M3IIIBJIHUTEJIAT e 3anniamun  Ha
NOOUBNLIHUMENSA/NOOUSNBIHUMENUME 3a USNBbAHEHUme Om maxX pabomu, KOumo ca npuemu no peod,
nocouen 6 002080pa.

I11. YCJIOBUSA HA TOCTABKA

1. JlocTaBkara Ha CTOKWTE, MPEAMET Ha HacTosMsA 10roBop, ce u3bpiiBa o USIIbJIHUTEJISA
Bb3 0cHOBA Ha nucMmeHa 3asiBka Ha Bb3JIOKUTEJISA, B cpok 10 72 yaca OT OIy4aBaHETO, a MPU CIICITHU
ciydan — 10 4 yaca. B nucmenara 3agska Ha BB3JIOXKHUTEJISA ce chbabpxaT WHIWBHIYATU3UPALIUTE
NpU3HALM HA CTOKUTE U TAXHOTO KOJIMYECTBO B ChOTBETCTBUE C MMOANKCAHATA ClIeUPUKALUS.

2. 3a MsACTO Ha W3NBJIHCHHETO CE€ CcyuTa anTekata Ha Oosammara Ha ,,UYETBBPTA
MHOT'OIMIPO®UJIHA BOJHHULHA 3A AKTHUBHO JIEYEHUE - CO®UA” EAJ, Oyn.
,,Makemouus” No 38.

3. 3a mara Ha JIOCTaBsIHE CE€ CUMTA Jarara, Ha kosTro crokute ca npuetd oT BB3JTOXKUTEJISA c
pUEMATEIIHO - TIPeaBaTesIeH MPOTOKOJ 0€3 Bb3pakeHHUs.

4. JlocTaBkaTa Ha CTOKHUTE C€ YJOCTOBEpSIBA C JBYCTPAaHHO IMOJINKCAH MPUEMATEIHO-TpeaaBaTeIeH
IIPOTOKOJI.

5. CoOCTBEHOCTTa BBPXY CTOKHTE U PUCKBT OT CIy4ailHOTO IMOTMBAHE WM MOBPEXKIaHE HA CTOKUTE
npemuHaBa BepXy BB3JIOXKHUTEJISA B MomeHnta Ha (aKTHUYECKOTO MM IpHUEMaHe Ha MICTOTO Ha
U3IIBJIHEHUETO CHIVIACHO IIPEIaBATEIHO-IIPUEMATEIHUS IPOTOKOIL.

6. KadyecTBOTO Ha JOCTaBEHHUTE CTOKM TpsiOBa Ja OTroBaps HAa TEXHUYECKUTE CTaHAAPTH Ha
npousBoauTens U aekiaapupanoto B odeprata Ha USITBJIHUTEJISA, BKIIOYHTETHO CHOTBETCTBUETO C
HasinyHata anapatypa Ha Bb3JIOKUTEJISL.

7. OcTaThYHUAT CPOK HA TOAHOCT HA JIOCTABEHUTE CTOKH € He MO-MaJdbK 0T 75% oT 00siBEHUs OT
IIPOU3BOAMTENS BEPXY OITAKOBKATa KbM JaTaTa Ha JOCTAaBKaTa.

8. Besika tocraBka Ha JIeKapcTBEHH MTPOAYKTH ce MPpUIpPYXKaBa ¢ J0KyMeHTH cbriacHo 3JITIXM.

IV. SAABJIKEHUA HA U3NTBJIHUTEJIA




1. UBITBJIHUTEJIAT ce 3agbmkaBa Ja JOCTaBH CTOKHUTE B JOTOBOPEHHUS CPOK ChC COOCTBEH
creuanu3upaH TPaHCIOPT, B CbOTBETCTBUE C HOPMATUBHO YCTAHOBEHUTE M3UCKBAHMATA, U J]a TU IIPENAJE,
NPUIPYKEHU C HEOOXOIUMUTE CepTU(PHUKATH 32 KAUYECTBO.

2. UBINBJHUTEJAT ce 3ampmkaBa Ja Tpeaajie CTOKUTE OT CHOTBETHATa HOMEHKJIATYpa,
MPOU3XO0J], KOJUYECTBO M KAUECTBO HA MSCTOTO HA JOCTABSHE CBIVIACHO MPEMJIOKEHOTO B HEroBaTa
odepra.

3. UBII'BJHUTEJIAT ce 3anppkaBa Ja npeacTaBd HEOOXOIUMUTE JOKYMEHTH 3a U3BBPIIBAHE HA
IUIAIaHETO HAl-KbCHO B JIEHS HA JIOCTaBSHE HA CTOKUTE.

4. UBITBJIHUTEJIAT ce 3agbmxkaBa Ja OTCTpaHU 3a CBOS CMETKAa M B JIOTOBOPEHHUTE CPOKOBE
BCUYKH HECHOTBETCTBUS W/WJIM OTKJIOHEHHUS OT JIOTOBOPEHOTO Ha JIOCTAaBEHUTE CTOKH, KOHCTATUPaHU H
IIPENSABEHU 110 PEA HAa HACTOSIILUS JOTOBOP.

5. UBITBJIHUTEJIAT na oOmiecTBeHaTa MOphUYKA € JUTHKEH J1a OCUTYPH U JIa TOIbpKa CKIagoBa
HAJIMYHOCT OT BCEKH MPOJYKT, 32 KOMTO € MOJANUCaH TOTOBOP 3a IOCTaBKa, rapaHTHpal] U3IIbIHEHUETO Ha
JIOCTAaBKaTa B JJOTOBOPHUS CPOK.

V. 3AABJKEHUSA HA BB3JIOKUTEJIA

1. BDB3JIOKUTEJAT mnpegaBa cpeury MNOANKMC HA  YOBJIHOMOILEH MPEACTaBUTENl Ha
MN3IT'BJIHUTEJIS nucmena 3asBKa 3a JOCTaBKa WM 5 u3npaimia no ¢akc, mocoueH or U3IMNbJIHUTEJIA.
3asBKaTa ChABPIKAa BCHUKH JJAHHU, HEOOXOIUMHU 32 U3I'bJIHEHUE Ha IIPEIMETa Ha HACTOSIIIUS JOTOBOP.

2. BB3JIOXUTEJIAT ce 3aapmkaBa na npueme 3asBeHuTe u aocraBenn ot USIIBJIHUTEJIS
CTOKH, ChOTBETCTBAILY 110 BUJ, KOJMYECTBO U KAYECTBO HA JJOTOBOPEHUTE.

3. BB3JIOKUTEJIAT ce 3anpmkaBa /1a 3a1iaTy LieHaTa Ha JOCTABEHUTE CTOKH IIPU YCIOBUATA Ha
HACTOSIIIIUS IOTOBOP U odepTrara.

4. BB3JIOKKUTEJIAT He usBbpmBa muiamanHe mno (axrypa, Kosto He € odopMeHa ChITIaCHO
M3HCKBAHMATA HA 3aKOHA 3a CYETOBOACTBOTO MJIM HE CHOTBETCTBA HA JOCTABEHUTE CTOKHU — JI0 IPEJCTABSIHE
Ha (akTypa B CbOTBETCTBHE ChC 3aKOHA U JOT'OBOPA.

VI. PEJI 3A TIPUEMAHE U PEKJIAMALIUA

1. IlpuemaHeTo Ha JOCTAaBEHUTE CTOKHU C€ U3BBPILBA HAa MACTOTO HA U3MbIHEHUE, TOCOYEHO B T. [11.2
oT forosopa. JlocTaBkaTa ce mpuIpyxaBa ¢ HEOOXOAMMUTE JOKYMEHTH ChITIACHO 3aKOHA 32 MEJUIIMHCKUTE
U3JIETuS.

2. [IpuemaHeTo Ha CTOKHTE C€ yJOCTOBEpsIBa C JBYCTPAHHO TOJIKCAH IMPEIaBaTEIIHO-TIPUEMATEIICH
IIPOTOKOJI.

3. UBI'BJHUTEJISAT otroBaps 3a TOJHOCTTa HA JJOCTABEHUTE CTOKH ChOOPA3HO M3MCKBAHUATA Ha
IIPWIOKUMOTO 3aKOHOJATENICTBO U HACTOSAILUS JOTOBOP.

4. BB3JIOKUTEJAT npensssasa pexknamanuu npen U3ITbJIHUTEJISA 3a:

- IBHM HEJOCTATHUM — B TPUJIHEBEH CPOK OT IOJy4aBaHE HA CTOKUTE, a 32 MAJKU KOJIMYECTBA-
BEJHara IIpy IMOJy4yaBaHETO. PexilaManuure 3a MalKM KOJIMYECTBA CE€ OTpa3siBaT B IIpeAaBaTENIHO-
MIPUEMATEIIEH POTOKOM.

- 32 CKPUTH HEJAOCTATBIM - IPE3 LEIUA CPOK Ha I'OJHOCT Ha JIOCTABEHUTE CTOKM, BEAHAra Cliel
KOHCTaTUPAHETO UM.

5. BB3JIOKUTEJAT ysenomsiBa mnucmeHno, BkimtouutenHo mno dakc, UIIMNBJIHUTEJSA 3a
HAJIMYMETO HA SBHM (C M3KIIIOYEHHE HA MAJIKMTE KOJWUYECTBA) WIM CKPUTH HEJOCTATBLUU B JIOCTABEHUTE
CTOKH. B peknamarusita ce nocouna 3abJKUTEIHO BU/Ia HA PEKIAMUPAHUTE CTOKU U TAXHOTO KOJIMYECTBO,
IIMCMEHATa 3asBKa, AaTaTa Ha JOCTaBKaTa U MPUEMAaTEIHO-IIPEAABATEHNS IPOTOKOJI, KAKTO U OCHOBAHHUETO
3a peKJiaMalusITa.

6. IIpu npenssena pexnamaius 3a HepoctaTbiy 1o T. 3 USIIBJHUTEJISAT e nrbkeH B eTIHEBEH
CPOK OT ITOJIy4aBaHETO W 3a CBOS CMETKAa M PUCK J1a 3aMEHHM HEKAUYECTBEHUTE CTOKH, KaTO JOCTABU Ha
BB3JIOKUTEJIS cTOKM B MBJIHO CHOTBETCTBHE C JOTOBOPEHOTO, KAaKTO M J1a 3alllaTH JAOrOBOpeHaTa
HEyCTOMKa.




VII. TAPAHIIUSA 3A U3ITBJIHEHUE u OTTOBOPHOCT 1TPH HEU3SITHJIHEHUE

1. lapannusTa 32 M3MBIHEHHE Ha JOTOBOpa ce ompezaens oT Bw3noxutens B pazmep 5 % (mer Ha
CTO) OT cToiHOCTTa Ha Joroopa 6e3 JJAC wmn .................... JieBa U € MPEJCTaBE€HA OT U3IIbIHUTENS
IpeIy MOANNCBAHETO MY.

2. TapannusiTa 3a U3MBJIHEHUE HA JIOTOBOPA MO al. | ce mpemocTaBs B €AHA OT CIEAHHUTE (PopMu:
napuyHa cyma, OaHKOBA rapaHIMs WIK 3aCTPaxoBKa, KOSATO 0Oe3edaBa U3IbJIHEHUETO Ype3 MOKPUTHE Ha
OTTOBOPHOCTTA HA U3I'BJIHUTEIIS.

3. lapannusra, npeicraBeHa BbB BHJ Ha IMapU4yHa CyMma, C€ BHacsi IO OaHKOBAa CMeTKa Ha
»HETBBPTA MHOI'OIIPO®UJIHA BOJIHULA 3A AKTHMBHO JIEHEHUE-CO®UA” EAL,
O6munucka Oanka AJl — xn. ,Jlemxormy” Ne28, IBAN: BG 18 SOMB 913010 25759901 BIC:
SOMBBSSF.

4. Korato rapanmusita 3a U3MBIHCHHE € OaHKOBA, C€ MPEJCTaBs OPUTMHATBT W M ChIIATa €
Oe3ycnoBHa, HeoTMeHsiema, mokpuBaimma 100 % ot cTOHHOCTTa Ha TapaHIUATA 3a UIIBIHEHUE U ChC CPOK
Ha BAJIMJHOCT KpailHUS CPOK Ha M3MbJIHEHUE Ha nopbukara mioc 1 (eaun) mecen. Korato nopbukara He
ObJle HM3MBJIHEHA B JOTOBOPEHHS KpaeH CpOK, VI3MBIHUTENSAT € JIBKEH Ja YABDKA CpOKa Ha
npegocraBeHaTa 0aHKOBA TapaHIMs WM Ja MPelocTaBU Ha Bb3noxkuTens HoBa OaHKOBA rapaHIMs C
BAJIMAHOCT - NEPUOABT HAa M3I'BIHEHUE HA MOpbuUKaTa IUtoc 1 (€auH) Mecel, He MO-KbCHO OT 5 (TeT)
paboOTHM JIHU MIpe]u U3THYaHE CPOKa Ha OaHKoBaTa rapaHius. [Ipu HenpeacTaBsHe B TOCOUYEHUS CPOK HA
JIOKYMEHT, YAOCTOBEPSIBAI U3IIbJIHEHUETO HAa aHTAKUMEHTA OT cTpaHa Ha M3nbanurtens, Bb3noxurenst
uMa IpaBo Jia MpesiBU MCK 3a YCBOSBAHE Ha rapaHiusaTa B IbjieH pa3Mep. OOcimyxBaHeTo Ha OaHKOBaTa
rapaHius 3a W3IBJIHEHUE, TAKCUTE W JIPYTH IUIAIaHUsl 1O Hesl, 0AHKOBUTE MPEBOIU, KOMUCHOHHHUTE,
KaKTO M TOJIbP)KaHEeTO Ha OaHKOBaTa rapaHIUsl 3a W3IBIHCHUE 3a IeNIUs MEePHOJ Ha JCHCTBHE Ha
JIOTOBOPA, ca 3a CMeTKa Ha M3nbiaHuTeNs.

5. Koraro rapaniusra 3a U30bJIHEHUE € 3aCTPaxoBKa, Ce MPEICTaBsd OPUTMHAIBT i, mokpusamy 100
% oOT CTOMHOCTTa Ha rapaHuusTa 3a M3MbIHEHHE M ChC CPOK Ha BaJIUJHOCT KpaHUSI CPOK Ha
U3ITBJIHEHNE Ha mopbukaTa mitoc 1 (eaun) mecen. Koraro mopprukaTta He Ob/ie H3IIBJIHEHA B JOTOBOPCHHS
KpaeH CpoK, V3OBIHUTENAT € ANBXKEH Ja YABDKM CPOKa Ha MpeocTaBeHaTa 3acTpaxoBKa WIM Ja
npeaocTaByd Ha Bb3noxkuresst HOBa 3aCTpaxOBKa C BAIMJHOCT - NEPUOABT HA U3ITBIHEHHE HA MOPbUYKATa
wiroc 1 (eanH) Mecell, He O-KbCHO OT 5 (IeT) paOOTHHU JHU NpPeau U3THYAHE CPOKa Ha 3acTpaxoOBKara.
[Ipu HempencTaBsiHE B MOCOUYEHUS] CPOK Ha JIOKYMEHT, YIOCTOBEPSBAIL M3II'BJIHEHUETO HA aHTa)KUMEHTa
OT cTpaHa Ha V3mbiHUTENS, BB3I0XKUTENAT MMa MPaBo Ja NPEIsSBU UCK 3a U3IUIALIAHE Ha 3aCTpaxoBKaTa
B IIbJICH pa3Mep. Y CIIOBUsTA 110 3aCTPAaxOBKaTa ce ChIlacyBaT B Bb3noxurens.

6. I'apaHnusTa 3a M3MBJIHEHUE Ha JOrOBOpa ce€ OCBOOOXHaBa B CpoK OT | (eamH) mecery cien
U3TUYaHE CPOKa Ha JIEHCTBUE HA JOrOBOPA.

7. 3a mepuona, mpe3 KOWTO cpeicTBaTa Mo aj. | OT JOroBOpa 3aKOHHO ca MPECTOsUId TpH
Bb3noxuTensrt, He ce Ab/pKaT TUXBU Ha M3nbaHuTens.

8. Bb3noxuTensaT 3aabpika/ycBosiBa rapaHIUsaTa 3a M3MBJIHEHHE HA JIOTOBOpa, ako B Ipolieca Ha
HErOBOTO M3IBbJIHEHUE BB3HUKHE CIOP MEXAY CTPAaHUTE, O MNPUKIIOYBAHETO MYy C BIISI3JIO B CHJIA
ChJI€OHO pELICHHE WIH CIIOPa3yMEHHUE.

9. BB37I0XKUTENAT 3a1bPrKa/yCBOsIBA TApAHIUATA 32 U3IIBJIHEHUE B IIBJICH pa3Mep MpHU pa3BajsiHe Ha
JIOTOBOpA MO BUHA Ha M3MbIHUTENA.

10. Bp3yioxxurensT nMa IpaBo J1a yIbpKHU OT CTOMHOCTTA Ha rapaHIUATa 3a U3I'bJIHEHUE pa3Mepa Ha
HAYKCIIEHUTE HEYCTOMKHU 10 TO3U pa3jiedl.

11. Tlpu 3a6aBeHO M3ITBIHEHUE HA 3aIBDKCHHUATA CU IO HACTOSIIUS JOTOBOP HEM3IIpaBHATa CTpaHa
J'bJKW Ha U3MpaBHATa HeycTolka B pazMep Ha 0.03% BbpXy CTOMHOCTTA Ha HEU3IBJIHEHOTO 32 BCEKU JI€H
HEU3ObIIHEHNE, HO He moBedye OoT 10 % OT CTOMHOCTTAa HAa HEU3IIBLJIHEHOTO, KAaKTO W OOE3IIETEHHE 3a
NPETHPIIEHUTE BPEAU B CIy4anuTe, B KOUTO T€ HAIXBBPIAT JOTOBOPEHATa HEYCTOMKA.

12. Koraro nmpu npeassena pekiamaruss U3INBJIHUTEJISIT He w3nbiHM 3a0bJDKEHUSATA CH T10
OPEIXOAHUS pa3Aes OT HACTOALIMS JIOTOBOP WM HE I'M U3ITBJIHU B JIOTOBOPEHHSI CPOK, CHIIMAT ABJDKUA Ha
BB3JIOKUTEJISA Heycroiika B pasmep Ha 10 % oT 1LeHara Ha CTOKHUTE, 32 KOMUTO Ca HalpaBeHH
peKIaMaluuTe.




13. IIpu BuHOBHO Hew3nwbIHeHHEe Ha 3anabiDkeHusATa Ha W3IIBJIHUTEJISL mo to3m mororop,
BB3JIOKUTEJISIT uma mpaBo na ro pasBaiu egHocTpaHHo mnpu yciousita Ha T.VIILS. Ha TO3m
norosop. [Ipu pasBansue Ha gorosopa no Tazu Touka USIMIbJIHUTEJAT abmxu HeycTolika B pa3Mep Ha
5 % ot croitHocTTa Ha noroBopa 6e3 JJJIC.

14. BDB3JIOXKUTEJSAT yappxka OTOBOPEHHTE  HEYCTOMKHM  OT  MpelICcTaBeHara  OT
MN3II'BJIHUTEJISA rapanuus 3a u3mbiIHEHUE.

15. UBITBJIHUTEJIAT ce 3anbmkaBa na yBegomu cBoeBpeMeHHO nucMeHo BB3JIOKUTEJISA npu
CIUpaHe WM NpeKpaTsBaHe Ha MPOU3BOJICTBOTO HAa ChOTBETHATA HOMEHKJIATypa MO TO3U JOTOBOP.

VIII. CPOK HA IOT'OBOPA U OCHOBAHMUSA 3A USMEHEHUE U NIPEKPATABAHE

1. loroBopsT BiM3a B cuJjia OT JaTaTa Ha MOANMCBAHETO MY OT ABETE CTPAHU U MMa CPOK Ha AeiicTBUE
10 23.10.2018 .

2. JleiicTBHeTO HaA 10rOBOpPa ce NMpeKpaTsBa NpeAd M3THYAHe Ha CPoka mo T. 1, koraTto 0bae
JAOCTUTHATA 001IaTAa OPUEHTUPOBBYHA cTOMHOCT 1o pasaes IL, . 1 ot To3u 10rOBOP.

3. l3MeHeHue Ha 10roBOpa ce U3BbpIIBA 110 B3aUMHO ChIJIACHE C IOJIUCBaHE Ha JIBYCTPAHEH aHEKC
MEX]ly CTPaHUTE NpH ycioBuATa Ha 4. 116 ot 3011

4. To3u goroBop ce mpekpaTsiBa, OCBeH Ha ocHoBaHusaTa 1mo wi. 118, an. 1 or 30Il, u B cneqnuTe
CITy4yau:

4.1. ¢ U3TMYaHEe HA CPOKA [0 HEro W Clie/l M3MBIHCHUE Ha BCHYKHU 33]bJDKCHUS HA CTPAHUTE IO
JIOTOBOPA;

4.2. Mo B3aMMHO THCMEHO ChIJIACHE MEXIy CTPaHWUTE, U3pPa3eHO Ype3 MOANKCBAHE Ha JBYCTPaHHO
CTIIOpa3yMEeHHUE;

4.3. emHOCTpaHHO OT Bb3nOXHTENss ¢ MHUCMEHO YBEIOMIICHHE JIO0 JIpyrara CTpaHa, KOraTto
W3nbiiauTensT Oblie 00SIBEH B HEIJIATEKOCIIOCOOHOCT WIIH ObJIC OTKPUTA MIPOIICypa 32 OOSIBIBAHETO MY B
HECHCTOSTEITHOCT WJIH JIMKBHIAITHS;

4.4. eMHOCTPAaHHO OT BB31I0KUTENS ¢ MUCMEHO YBEIOMIICHHE JIO JApyrara CTpaHa, KOrato YCTaHOBH,
4ye TS TOJI3Ba MOJU3IBIHUTENH TPU HM3IBIHEHHE Ha JIOTOBOpA. (Koeamo ¢ 002060pa € OONYCHAMO
non368ame Ha NOOU3NwAHUMeY om M3nvinumens npu usnviHeHue Ha NopvuyKama, m. 6 ce npoMeHs. maxa:

4.4. eonocmpanno om Buw3noocumens ¢ nucmeno ygeoomieHue 00 Opyeama CMpaHd, KO2amo
ycmawnosu, de Oe3 cnaszeame Ha pasnopedbama Ha ui. 66, an. 11 om 30Il, msa nonzea opyeu
NOOU3NBIHUMENU NpU  USNBIHEHUe HA 002080pd, pA3IUYHU OM me3U, NOCo4eHUu 6 002080pd, UIU
ROOU3NBIHUMeNUmMe UNBAHABAM Opye 6U0 paboma uiu yyacmue om npeosudeHomo 8 002080pd,.)

5. Besika OT cTpaHMTe MOXKE J1a pa3BajM I0roBOpa, KaTo Jaje Ha apyrara 5- (IeT) THEBEH CPOK 3a
U3IIBIIHCHHUE Ha 32]IbJIKCHUE 110 TO3H JIOTOBOP, KOETO HE € M3ITBIIHEHO MOPay MPUYNHA, 33 KOSTO Jpyrara
CTpaHa OTroBaps, ¢ MPEIYNPEKJACHUE, Ye CIe]l M3TUYAHETO HA CPOKa IIe CMsTa JIOTOBOpPa 3a pa3BalicH.
PaspansiHe Ha nOoroBopa HE Ce JOIYCKa, aKO HEW3IIBIIHEHATa YacT OT 3aJBJDKCHHUETO € He3HAuWTeNHa C
OIJIE/ MHTEepeCca Ha U3MPaBHATA CTPaHa.

IX. IPYT'U YCJIOBUSA

1.Bcuukn chOOUICHHS M YBEIOMJICHHS MEXKIY CTPAaHHTE IO HACTOSIIWS JOTOBOp Ine Obaar B
nrcMeHa opma 3a JeCTBUTETHOCT, KOSITO IIIe Ce CMSTA 3a CIa3eHa M MPH OTIIPABSIHETO MM 0 (akc.

2. Besika cTpaHa e JUThXKHA J]a YBEIOMH JIpyraTa 3a IPOMEHHU B OOCTOSTEIICTBATA IO TO3U JJOTOBOP B
TPUIHEBEH CPOK OT HACTHIIBAHETO UM.

3. CrtpanuTte couaT CIICJHUTE JIMIA 32 CBOM IPEJCTABUTEIU 33 OCHIICCTBABAHC HA KOHTAaKTH U
U3IIBITHEHNE Ha 33bJDKEHHUSITA CH TI0 HACTOSIIHSI IOTOBOP:

3.1. 3A UBIBJIHUTEJIA .......................... TEIL ceviiiiiiiieiieiie e

3.2. A BB3JTOKHUTEJIS ..o TeNl.

4. 3a nara Ha CHOOIIEHUETO CE CMITA:



® jaTaTa Ha MPEAaBaHETO — MPU PHYHO MpeJaBaHe HA ChOOIIEHUETO.

® jlaTaTa Ha IOIIEHCKOTO KJIeHMO Ha oOpaTHaTa pa3nucKa — [IpH U3MpallaHe Mo nouara.

® jaTara HA MPUEMAHETO — IIPU U3MpallaHe 1mo Gakc .

S. CtpaHuTe HAMAT IPABO Ja MPEXBBPIIAT MpaBaTa v 3abJKEHUSATA CU 110 TO3U JOTOBOP.

6. Beska oT cTpaHuMTe MO TO3M JIOTOBOP €€ 3aJb/KaBa Ja HE paslpocTpaHsBa HHGopMaius 3a
Jpyrara cTpaHa, cTaHaja W M3BECTHA MPU WK MO MOBOJ U3I'BJIHEHHETO HA JOTOBOPA, OCBEH IPH CIIa3BaHE
U3MCKBAHUATA HA 3aKOH.

7. Bceku criop OTHOCHO CBHIIECTBYBAHETO U JIEWCTBHETO HA HACTOSLIMS JOTOBOP WUJIM BBB BPbB3KA C
HErOBOTO HapylllaBaHe, BKJIIOYMUTEIHO CIOpPOBETE U pa3HOIJacuATa OTHOCHO JIeHCTBUTEIHOCTTA,
TBJIKYBAaHETO, U3IBJIHEHUETO UM HEU3IIBbJIHEHUETO WJIM MPEKPaTABaHETO MY, LI C€ YpexXJIaT OT CTPaHUTE
0 CIIOpa3yMEHHE.

8. [Ipu HemocTuraHe Ha cropa3yMeHHE CTPAHUTE OTHACAT CIIOpa 3a pas3rieXJaHe U pellaBaHe OT
KOMIETeHTHUs coduiicku c¢ba 1o peaa Ha ['TIK.

9. HumoxHOCTTa Ha HUKOS Kjlay3a OT HACTOSIIUS JIOTOBOP, KOSITO Ob/ie 00sSBEHA 3a MPOTHBOpEYAIa
Ha TPWIOKUMUS 3aKOH, HSMa Jla HallpaBU HEBaJWIHA HUKOS Jpyra HEroBa Kjay3a WM JOTOBOpa KaTo
LSTI10.

10. KM naraTta Ha MOAMMCBAHETO HA HACTOSIIUS IOTOBOP Ca MPEICTAaBEHH CIEIHUTE JTIOKYMEHTH:

JoxymenTu 1o wi. 67, an.6 ot 3011, u3nageHu oT KOMIETEHTHUTE OPraHH;

["apanuus 3a U3MbJIHEHHE HA 10TOBOPA.

Hepaznenna ygact ot Hactrosmus noroBop € Crnenuduxanus — [punoxenne Ne 1 u odeprara —

TEXHHYECKa U 1IeHOBA, HAa yYaCTHUKA B OOIIECTBEHATa MOPBUKA, OIIPEEIICH 32 U3IIBJIHUTEL.

Hacrosimusit noroBop ce moamnuca B Ba eqHooopasnu exkemiuisipa — e 3a Bb3JIOKHUTEJIS u
enuH 3a U3ITBJIHUTEJISL.

BB3JTOKUTEJ N3II'BJIHUTEJ
M3nbaHUTEIeH TUPEKTOP:

aou. 1-p Apkaau iBaHoB, 1M (eeeeenrcenncenncnnncnnncns)



TEXHUYECKA CIIEHHDOUKALIUA

[loppukara € 3a JOCTaBKM Ha JIGKAPCTBEHH NPOAYKTH MO TMPUIOKEHATA TEXHHUYECKA
cnenuukanus.

JlexkapcTBeHUTE TPOAYKTH C€ MOCTaBAT (hpaHKO OONHUYHATA anTeKa C TPAHCIOPT Ha
JI0CTAaBYMKA, KaTO [[EHaTa Ha TPAHCIIOPTA CE€ BKJIFOYBA B JOTOBOPCHUTE €AMHUYHH IICHU HA CTOKHTE.
TpaHncnopTHUTE CpeAcTBa 3a JOCTaBKa HAa CTOKUTE Ja OTrOBAPSAT HAa CAHUTAPHO — XUTMEHHUTE
W3HUCKBaHMSL.

Odepupannute JeKapcTBEHU MPOAYKTH [1a ca pa3pelieHH 3a yrnorpeda Ha TEPUTOpHUATA HA
PenyGnuka bbarapust u na oTroBapsaT Ha M3UCKBaHUATA Ha 3aKOHA 3a JIGKAPCTBEHHUTE MPOAYKTH B
XyMaHHaTa MeIULIHA.

Besika nmoctaBka Ha JIEKapCTBEHHM MPOJYKTH JICKAPCTBEHU TIPOAYKTH CleABa Ja €
MPUIPYKEHA C IOKYMEHTH ChITIACHO 3aKOHA 32 JICKAPCTBEHUTE MPOAYKTH B XyMaHHATA MEIUIMHA.

W3nbaHuTEnsT Ha 0OlLIeCTBeHATa OPhUKa € JUIbXKEH /1a OCUTYPH U J1a MOIbprKa CKJIa10Ba
HAJIMYHOCT OT BCEKM TPOAYKT, 32 KOWTO € TOJIHCAaH JOrOBOp 3a JOCTaBKa, TrapaHTUpaI]
U3ITBJIHEHHUETO Ha JOCTaBKaTa B 0epUpaHusi CPOK.

Y4acTHUIIUTE 33 BJKUTEITHO JOCTABST Pa3pelIeHH 3a yrnoTpeda MPOAYKTH HA TEPUTOPHUATA
Ha PemmyOnuka bearapusi, ¢ octaTbueH CpoK Ha TOJIHOCT, YKa3aH Ha OTMIAKOBKATa HE MO-MabK OT 75
% XbM JlaTaTa Ha JI0CTaBKaTa.

JlocTaBkata Ha CTOKHTE, MPEIMET Ha HACTOSIIHS JOTOBOP, C€ MU3BBPIIBA OT MU3ITBIHUTEISL
Bb3 OCHOBAa Ha IUCMEHA 3asBKa Ha BB3JIOXKHUTENSA, B CPOK J0 72 yaca OT IOJIy4aBAaHETO, a MpHU
cnemHu ciydyan — A0 4 uyaca. B mucmeHara 3asBKka Ha BB3JIOKUTENS C€ ChIbpXKAT
WHAUBUAYAJTU3UPAIIUTE MPU3HAIM Ha CTOKUTE M TIXHOTO KOJMYECTBO B CHOTBETCTBHE C
MOJIKCaHATa CICI(PUKAIHS.

Hepameﬂﬂa 4acT OT HACTOAIIATA TEXHUYIECCKA cneunquaunﬂ [ Hpnﬂomeﬂne Ne 1.
IIbaeH a0CTBHI 0 HACTOAIIATA JOKYMEHTAIlMsl € NMpeocTaBeH M Ha mpoduiaa Ha

KYNYBaYa HAa WHTEPHET CTPAaHHUIA HAa ,,YeTBbpTa MHOronpodujaHa 00JHHMIA 332 AKTHBHO
gedyenune —Copus” EAJL na agpec: www.4mbal.bg.




